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DEPARTMENT OF AGRICULTURE

Natural Resources Conservation
Service

7 CFR Part 652

Technical Service Provider Assistance:
Correction

AGENCY: Natural Resources
Conservation Service, USDA.
ACTION: Interim final rule; correction.

SUMMARY: The Natural Resources
Conservation Service published in the
Federal Register of March 24, 2003, a
document concerning payment rates for
technical service providers, and
clarification of the Department’s use of
technical service providers. The dates
paragraph was incorrect. This document
corrects that paragraph.

DATES: This correction is effective on
March 31, 2003.

FOR FURTHER INFORMATION CONTACT:
Melissa Hammond, Technical Service
Provider Coordinator, Strategic Natural
Resource Issues Staff, NRCS, P.O. Box
2890, Washington, DC 20013-2890;
telephone (202) 720-6731; fax: (202)
720-3052; submit e-mail to:
gary.gross@usda.gov, Attention:
Technical Service Provider Assistance.
SUPPLEMENTARY INFORMATION: The
Natural Resources Conservation Service
published a document in the Federal
Register of March 24, 2003, (68 FR
14131) amending an interim rule
published on November 21, 2002 (67 FR
70119). We intended to reopen the
comment period on the November
interim rule, but inadvertently omitted
that reopening information. This
corrects the error. On page 14131, in the
second column, the dates paragraph is
corrected to read as follows:

DATES: Effective date: March 31, 2003.
Comments on this amendment must be
received by June 30, 2003. In addition,
the comment period for the Technical

Service Provider Assistance Interim
Final Rule published on November 21,
2002 (67 FR 70119) is hereby reopened.
Comments must be received by April
30, 2003.

Dated: March 26, 2003.
Helen V. Huntington,
NRCS Federal Register Liaison.
[FR Doc. 03-7694 Filed 3—26-03; 3:46 pm]
BILLING CODE 3410-16-P

DEPARTMENT OF AGRICULTURE

Agricultural Marketing Service

7 CFR Part 959

[Docket No. FV03-959-1 FR]
Onions Grown in South Texas;
Increased Assessment Rate

AGENCY: Agricultural Marketing Service,
USDA.
ACTION: Final rule.

SUMMARY: This rule increases the
assessment rate established for the
South Texas Onion Committee
(Committee) for the 2002—03 and
subsequent fiscal periods from $0.05 to
$0.085 per 50-pound equivalent of
onions handled. The Committee locally
administers the marketing order which
regulates the handling of onions grown
in South Texas. Authorization to assess
onion handlers enables the Committee
to incur expenses that are reasonable
and necessary to administer the
program. The fiscal period began August
1 and ends July 31. The assessment rate
will remain in effect indefinitely unless
modified, suspended, or terminated.
EFFECTIVE DATE!: ApI‘il 1, 2003.
FOR FURTHER INFORMATION CONTACT:
Belinda G. Garza, Regional Manager,
McAllen Marketing Field Office,
Marketing Order Administration
Branch, Fruit and Vegetable Programs,
AMS, USDA, 1313 E. Hackberry,
McAllen, Texas 78501; telephone: (956)
682—2833, Fax: (956) 682-5942; or
George Kelhart, Technical Advisor,
Marketing Order Administration
Branch, Fruit and Vegetable Programs,
AMS, USDA, 1400 Independence
Avenue SW., STOP 0237, Washington,
DC 20250-0237; telephone: (202) 720—
2491, Fax: (202) 720-8938.

Small businesses may request
information on complying with this
regulation by contacting Jay Guerber,

Marketing Order Administration
Branch, Fruit and Vegetable Programs,
AMS, USDA, 1400 Independence
Avenue SW., STOP 0237, Washington,
DC 20250-0237; telephone: (202) 720—
2491, Fax: (202) 720-8938, or E-mail:
Jay.Guerber@usda.gov.

SUPPLEMENTARY INFORMATION: This rule
is issued under Marketing Agreement
No. 143 and Order No. 959, both as
amended (7 CFR part 959), regulating
the handling of onions grown in South
Texas, hereinafter referred to as the
“order.” The order is effective under the
Agricultural Marketing Agreement Act
of 1937, as amended (7 U.S.C. 601-674),
hereinafter referred to as the “Act.”

The Department of Agriculture
(USDA) is issuing this rule in
conformance with Executive Order
12866.

This rule has been reviewed under
Executive Order 12988, Civil Justice
Reform. Under the marketing order now
in effect, South Texas onion handlers
are subject to assessments. Funds to
administer the order are derived from
such assessments. It is intended that the
assessment rate as issued herein will be
applicable to all assessable onions
beginning on August 1, 2002, and
continue until amended, suspended, or
terminated. This rule will not preempt
any State or local laws, regulations, or
policies, unless they present an
irreconcilable conflict with this rule.

The Act provides that administrative
proceedings must be exhausted before
parties may file suit in court. Under
section 608c¢(15)(A) of the Act, any
handler subject to an order may file
with USDA a petition stating that the
order, any provision of the order, or any
obligation imposed in connection with
the order is not in accordance with law
and request a modification of the order
or to be exempted therefrom. Such
handler is afforded the opportunity for
a hearing on the petition. After the
hearing USDA would rule on the
petition. The Act provides that the
district court of the United States in any
district in which the handler is an
inhabitant, or has his or her principal
place of business, has jurisdiction to
review USDA’s ruling on the petition,
provided an action is filed not later than
20 days after the date of the entry of the
ruling.

This rule increases the assessment
rate established for the Committee for
the 2002-03 and subsequent fiscal
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periods from $0.05 to $0.085 per 50-
pound equivalent of onions.

The South Texas onion marketing
order provides authority for the
Committee, with the approval of USDA,
to formulate an annual budget of
expenses and collect assessments from
handlers to administer the program. The
members of the Committee are
producers and handlers of South Texas
onions. They are familiar with the
Committee’s needs and with the costs
for goods and services in their local
area, and are thus in a position to
formulate an appropriate budget and
assessment rate. The assessment rate is
formulated and discussed in a public
meeting, where all persons directly
affected have an opportunity to
participate and provide input.

For the 2001-02 and subsequent fiscal
periods, the Committee recommended
and USDA approved, an assessment rate
that would continue in effect from fiscal
period to fiscal period unless modified,
suspended, or terminated by USDA
upon recommendation and information
submitted by the Committee or other
information available to USDA.

The Committee met on July 11, 2002,
and unanimously recommended 2002—
03 expenses of $127,002 for personnel,
office, compliance, and partial
promotion expenses. The assessment
rate and specific funding for research
and promotion projects were to be
recommended at a later Committee
meeting.

The Committee subsequently met on
October 8, 2002, and recommended
2002-03 expenditures of $463,297 and
an assessment rate of $0.085 per 50-
pound equivalent of onions. Ten of the
13 Committee members present voted in
support of the $0.035 per 50-pound
equivalent increase and three voted
against it. The three Committee
members voting against the
recommendation were producer
handlers who basically did not approve
of the research and promotion budgets.
In comparison, last year’s budgeted
expenditures were $449,190. The
Committee recommended the increased
rate to fund a major market
development program to promote the
consumption of South Texas onions.
Without the increase, the Committee’s
reserve fund would drop to $16,053.
The Committee believes a reserve that
low would not be adequate for its
operations.

The major expenditures
recommended by the Committee for the
2002-03 fiscal period included $72,002
for administrative expenses, $35,000 for
compliance, $260,500 for promotion,
and $95,795 for research projects.
Budgeted expenses for these items in

2001-02 were $75,190, $30,000,
$254,000, and $90,000, respectively.

The assessment rate recommended by
the Committee was derived by dividing
anticipated expenses by expected
shipments of South Texas onions. At the
October 2002 meeting, onion shipments
for the fiscal period were estimated at
5.5 million 50-pound equivalents,
which would have provided $467,500 in
assessment income.

Since then, however, the Committee
has become aware that the South Texas
onion acreage is approximately 26
percent less than last season’s 16,148-
planted acres. The Committee met
January 6, 2003, to discuss reports of the
reduced acreage. Based on the estimated
26 percent reduced production,
shipments are estimated to be 4,070,000
fifty-pound equivalents. The Committee
recommended a 40 percent reduction to
a market development program
previously funded at $225,000 and a 50
percent cut to three onion research
projects. The revised $325,400 budget
for 2002-03 includes reductions of
$90,000 and $47,898 in promotion and
research, respectively. The Committee
did not recommend a change in the
proposed assessment rate.

With shipments of 4,070,000 fifty-
pound equivalents, assessment income
in 2002-03 should total $345,950.
Income derived from handler
assessments should be adequate to cover
budgeted expenses. Funds in the reserve
(currently $204,350) would be kept
within the maximum permitted by the
order (approximately two fiscal periods’
expenses, § 959.43).

The assessment rate established in
this rule will continue in effect
indefinitely unless modified,
suspended, or terminated by USDA
upon recommendation and information
submitted by the Committee or other
available information.

Although this assessment rate will be
in effect for an indefinite period, the
Committee will continue to meet prior
to or during each fiscal period to
recommend a budget of expenses and
consider recommendations for
modification of the assessment rate. The
dates and times of Committee meetings
are available from the Committee or
USDA. Committee meetings are open to
the public and interested persons may
express their views at these meetings.
USDA will evaluate Committee
recommendations and other available
information to determine whether
modification of the assessment rate is
needed. Further rulemaking will be
undertaken as necessary. The
Committee’s 2002—03 budget has been
reviewed and approved by USDA.
Those for subsequent fiscal periods will

be reviewed and, as appropriate,
approved by USDA.

Final Regulatory Flexibility Analysis

Pursuant to requirements set forth in
the Regulatory Flexibility Act (RFA), the
Agricultural Marketing Service (AMS)
has considered the economic impact of
this rule on small entities. Accordingly,
AMS has prepared this final regulatory
flexibility analysis.

The purpose of the RFA is to fit
regulatory actions to the scale of
business subject to such actions in order
that small businesses will not be unduly
or disproportionately burdened.
Marketing orders issued pursuant to the
Act, and the rules issued thereunder, are
unique in that they are brought about
through group action of essentially
small entities acting on their own
behalf. Thus, both statutes have small
entity orientation and compatibility.

There are approximately 90 producers
of onions in the production area and
approximately 35 handlers subject to
regulation under the marketing order.
Small agricultural producers are defined
by the Small Business Administration
(SBA) (13 CFR 121.201) as those having
annual receipts less than $750,000, and
small agricultural service firms are
defined as those whose annual receipts
are less than $5,000,000.

Most of the handlers are vertically
integrated corporations involved in
producing, shipping, and marketing
onions. For the 2001-02 fiscal period,
the industry’s 35 handlers shipped
onions produced on 16,148 acres with
the average and median volume handled
being 152,446 and 136,810 fifty-pound
bag equivalents, respectively. In terms
of production value, total revenues for
the 35 handlers were estimated to be
$39.9 million, with average and median
revenues being $1.1 million and $1.0
million, respectively.

The South Texas onion industry is
characterized by producers and
handlers whose farming operations
generally involve more than one
commodity, and whose income from
farming operations is not exclusively
dependent on the production of onions.
Alternative crops provide an
opportunity to utilize many of the same
facilities and equipment not in use
when the onion production season is
complete. For this reason, typical onion
producers and handlers either produce
multiple crops or alternate crops within
a single year.

Based on the SBA’s definition of
small entities, the Committee estimates
that all of the 35 handlers regulated by
the order would be considered small
entities if only their spring onion
revenues are considered. However,
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revenues from other productive
enterprises would likely push a large
number of these handlers above the
$5,000,000 annual receipt threshold. All
of the 90 producers may be classified as
small entities based on the SBA
definition if only their revenue from
spring onions is considered. When
revenues from all sources are
considered, a majority of the producers
would not be considered small entities
because receipts would exceed
$750,000.

This rule increases the assessment
rate established for the Committee and
collected from handlers for the 2002-03
and subsequent fiscal periods from
$0.05 to $0.085 per 50-pound equivalent
of onions. The Committee
recommended 2002-03 expenditures of
$463,297 and an assessment rate of
$0.085 per 50-pound equivalent. The
assessment rate of $0.085 is $0.035
higher than the 200102 rate.

In October 2002, the major
expenditures recommended by the
Committee for the 2002—-03 fiscal period
included $72,002 for administrative
expenses, $35,000 for compliance,
$260,500 for promotion, and $95,795 for
research projects. Budgeted expenses for
these items in 2001-02 were $75,190,
$30,000, $254,000, and $90,000,
respectively. The Committee
recommended the increased rate to fund
a major market development program to
promote the consumption of South
Texas onions without having to draw a
large amount from reserves.

The Committee reviewed and
recommended 2002-03 expenditures of
$463,297, which included increases in
research and promotion programs. Prior
to arriving at this budget, the Committee
considered information from various
sources, including the Executive
Committee and the Research and Market
Development Subcommittees.
Numerous alternative expenditure
levels were discussed by these groups
based upon the relative value of various
research and promotion projects to the
onion industry. The assessment rate of
$0.085 per 50-pound equivalent of
assessable onions was then determined
by dividing the total recommended
budget by the quantity of assessable
onions, estimated at 5.5 million 50-
pound equivalents for the 2002—03
fiscal period.

The quantity of assessable onions for
the 200203 fiscal period was initially
estimated at 5.5 million 50-pound
equivalents. Thus, the $0.085 rate
would have provided $467,500 in
assessment income, and income derived
from handler assessments would have
been adequate to cover the $463,297
budget. This is approximately $4,203

above the anticipated expenses, which
the Committee determined to be
acceptable.

As mentioned earlier, the Committee
met again on January 6, 2003, to discuss
reports of a 26 percent onion acreage
reduction, and recommended an
amended budget totaling $325,400,
based on a revised production estimate
of 4,070,000 fifty-pound equivalents.
The revised budget includes reduced
promotion and research expenditures of
$170,500 and $47,898, respectively. The
Committee did not recommend changes
to the proposed assessment rate.

With shipments of 4,070,000 fifty-
pound equivalents, assessment income
in 2002—-03 should total $345,950.
Income derived from handler
assessments should be adequate to cover
budgeted expenses. Funds in the reserve
(currently $204,350) would be kept
within the maximum permitted by the
order (approximately two fiscal periods’
expenses, § 959.43).

A review of historical information and
preliminary information pertaining to
the upcoming fiscal period indicates
that the grower price for the 2002-03
fiscal period could range between $8.60
and $9.25 per 50-pound equivalent of
onions. Therefore, the estimated
assessment revenue for the 2002-03
fiscal period as a percentage of total
grower revenue could be about 1
percent.

This action increases the assessment
obligation imposed on handlers. While
assessments impose some additional
costs on handlers, the costs are minimal
and uniform on all handlers. Some of
the additional costs may be passed on
to producers. However, these costs are
offset by the benefits derived by the
operation of the marketing order. In
addition, the Committee’s meetings
were widely publicized throughout the
South Texas onion industry and all
interested persons were invited to
attend the meetings and participate in
Committee deliberations on all issues.
Like all Committee meetings, the
October 8, 2002, and January 6, 2003,
meetings were public meetings and all
entities, both large and small, were able
to express views on this issue.

This rule imposes no additional
reporting or recordkeeping requirements
on either small or large South Texas
onion handlers. As with all Federal
marketing order programs, reports and
forms are periodically reviewed to
reduce information requirements and
duplication by industry and public
sector agencies.

USDA has not identified any relevant
Federal rules that duplicate, overlap, or
conflict with this rule.

A proposed rule concerning this
action was published in the Federal
Register on December 26, 2002 (67 FR
78751). Copies of the proposal were also
mailed to all onion handlers on
December 26, 2002, by the Committee
staff. Finally, the proposed rule was
made available through the Internet by
the Office of the Federal Register and
USDA. A 30-day comment period
ending January 27, 2003, was provided
for interested persons to respond to the
proposal. Eight comments were received
during the comment period; six were in
support of the assessment rate increase
as published, and two comments
opposed the proposed assessment rate
increase.

One commenter in support of the
increased assessment rate noted that the
Committee, recognizing tight economic
conditions in recent years, reduced the
assessment rate two years ago and
budgeted a deficit by setting an
artificially low assessment rate. This
commenter, as well as another
commenter, believes the Committee
allowed its reserves to get too low, and
both fully support the assessment rate
increase. The commenter also noted that
the projected volume of onions would
be low due to decreased plantings. Both
commenters state that in spite of the
Committee making further cuts in the
original budget, decreased production
dictates that the assessment rate be
increased.

Another comment in support of the
increased assessment rate noted that,
without the increase the Committee
would not be able to meet its research
and marketing program obligations the
industry has always funded. Two other
favorable comments expressed the need
for continuing to promote Texas onions
in order to be able to compete with
other onion-producing areas.

One comment, representing a grower
and shipper in District 2 (Laredo-Winter
Garden) of the South Texas onion order
production area, stated that over half of
District 2’s season is not covered by the
order. The commenter opposes the
increased assessment rate because he
believes that the Rio Grande Valley
growers and shippers gain more from
the Committee’s research and marketing
program activities. While it is true that
the regulatory period, which the
Committee approved, ends June 4 each
year and only includes part of District
2’s season, District 2 handlers do not
pay assessments during the latter part of
their onion season. District 2 growers
and shippers continue to receive the
benefit of the assessment because all
Texas onions grown in the production
area covered by the marketing order are
promoted. Consequently, USDA
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disagrees with the commenter’s
statement that Rio Grande Valley
growers and shippers would gain more
from the increased assessment than
those from the Laredo-Winter Garden
area.

The second commenter opposing the
increase expressed concern regarding a
possible conflict of interest with some
producers and handlers on the
Committee who also produce and
handle onions not assessed under the
South Texas marketing order. The
commenter stated that increasing the
assessment rate should be determined
by those who are directly affected, not
handlers that either attain most of their
onion business outside the jurisdiction
of the order, or pass on the assessment
to growers under the jurisdiction of the
order. The commenter was concerned
that such Committee members could
unduly shape the decision-making of
the Committee, that their decisions
could be biased against their South
Texas competitors, and that being on the
Committee could enable them to raise
the production costs (i.e. assessments)
of their South Texas competition.

The Committee, which is composed of
six producer and four handler members
from District 1 (Coastal Bend—Lower
Valley) and four producer and three
handler members from District 2, is
representative of the entire production
area. The Committee is established and
selected in accordance with the
provisions of the order. The producer
and handler members and alternates on
the Committee are nominated by their
peers and are eligible to serve based on
their qualifications. The fact that some
of the Committee members also grow
and handle onions outside the South
Texas onion production area does not
disqualify them from serving on the
Committee. Further, only South Texas
onions grown in the 35-county
production area may be assessed for
marketing order purposes.

Based on the foregoing, no changes
are being made to the rule as it was
proposed.

A small business guide on complying
with fruit, vegetable, and specialty crop
marketing agreements and orders may
be viewed at: http://www.ams.usda.gov/
fv/moab.html. Any questions about the
compliance guide should be sent to Jay
Guerber at the previously mentioned
address in the FOR FURTHER INFORMATION
CONTACT section.

After consideration of all relevant
material presented, including the
information and recommendation
submitted by the Committee, the
comments received, and other available
information, it is hereby found that this
rule, as hereinafter set forth, will tend

to effectuate the declared policy of the
Act.

Pursuant to 5 U.S.C. 553, it also found
and determined that good cause exists
for not postponing the effective date of
this rule until 30 days after publication
in the Federal Register because the
2002—-03 fiscal period began August 1,
2002, and the marketing order requires
that the rate of assessment for each
fiscal period apply to all assessable
onions handled during such fiscal
period. In addition, the Committee
needs to have sufficient funds to pay its
expenses, which are incurred on a
continuous basis. Further, handlers are
aware of this action which was
recommended by the Committee at a
public meeting. Also, a 30-day comment
period was provided for in the proposed
rule and all of the comments received
have been considered.

List of Subjects in 7 CFR Part 959
Marketing agreements, Onions,

Reporting and recordkeeping

requirements.

= For the reasons set forth in the pre-

amble, 7 CFR part 959 is amended as fol-

lows:

PART 959—ONIONS GROWN IN
SOUTH TEXAS

» 1. The authority citation for 7 CFR part
959 continues to read as follows:

Authority: 7 U.S.C. 601-674.

m 2. Section 959.237 isrevised to read as
follows:

§959.237 Assessment rate.

On and after August 1, 2002, an
assessment rate of $0.085 per 50-pound
equivalent is established for South
Texas onions.

Dated: March 24, 2003.

A.]. Yates,

Administrator, Agricultural Marketing
Service.

[FR Doc. 03-7633 Filed 3—26-03; 1:47 pm]
BILLING CODE 3410-02-P

DEPARTMENT OF AGRICULTURE

Agricultural Marketing Service

7 CFR Part 966

[Docket No. FV03-966-03 C]

Tomatoes Grown in Florida; Decreased
Assessment Rate; Correction

AGENCY: Agricultural Marketing Service,
USDA.
ACTION: Correcting amendment.

SUMMARY: The Agricultural Marketing
Service (AMS) published an interim

final rule in the Federal Register on
November 9, 2001 (66 FR 56599), which
decreased the assessment rate for
tomatoes grown in Florida. The interim
final rule fixed the assessment rate at
$0.20 per 25-pound container or
equivalent of assessable tomatoes for the
2001-02 and subsequent fiscal periods.
The rate should have been fixed at $0.02
per 25-pound container or equivalent.
This document corrects the assessment
rate.

EFFECTIVE DATE: March 31, 2003.

FOR FURTHER INFORMATION CONTACT:
Doris Jamieson, Marketing Specialist,
Southeast Marketing Field Office,
Marketing Order Administration
Branch, Fruit and Vegetable Programs,
AMS, USDA, 799 Overlook Drive, Suite
A, Winter Haven, Florida 33884-1671;
telephone: (863) 324—-3375; Fax: (863)
325-8793; E-Mail:
Doris.Jamieson@usda.gov; or George
Kelhart, Technical Advisor, Marketing
Order Administration Branch, Fruit and
Vegetable Programs, AMS, USDA, 1400
Independence Ave, SW., STOP 0237,
Washington, DC 20250-0237, telephone:
(202) 7202491, Fax: (202) 720-8938; E-
Mail: George.Kelhart@usda.gov.

SUPPLEMENTARY INFORMATION:
Background

AMS published an interim final rule
in the Federal Register on November 9,
2001 (66 FR 56599), decreasing the
assessment rate for tomatoes grown in
Florida [7 CFR part 966]. The interim
final rule was subsequently finalized
without change in a document
published on March 13, 2002 (67 FR
11213).

Need for Correction

As published, the assessment rate was
incorrectly identified as $0.20 per 25-
pound container or equivalent. This
correction document replaces the
incorrect assessment rate with the
correct assessment rate of $0.02 per 25-
pound container or equivalent for
Florida tomatoes.

List of Subjects in 7 CFR Part 966
Marketing agreements, Reporting and
recordkeeping requirements, Tomatoes.

= Accordingly, 7 CFR part 966 is cor-
rected by making the following amend-
ment:

PART 966—TOMATOES GROWN IN
FLORIDA

= 1. The authority citation for 7 CFR part
966 continues to read as follows:

Authority: 7 U.S.C. 601-674.
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§966.234 [Corrected]

= 2.In § 966.234, the figure “$0.20” is
revised to “$0.02”.

Dated: March 24, 2003.
A.]. Yates,

Administrator, Agricultural Marketing
Service.

[FR Doc. 03—-7634 Filed 3—28-03; 8:45 am]
BILLING CODE 3410-02-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 25

[Docket No. NM231; Special Conditions No.
25-216-SC-A]

Special Conditions: Boeing Model 777—
200 Series Airplanes; Overhead Crew
Rest Compartments

AGENCY: Federal Aviation
Administration (FAA), DOT.

ACTION: Amended final special
conditions.

SUMMARY: These amended special
conditions are issued for Boeing Model
777-200 series airplanes. Final special
conditions; request for comments, No.
25-216-SC were issued on October 3,
2002, addressing this installation.
Comments were received and these
amended special conditions address
those comments. These airplanes,
modified by Flight Structures Inc., will
have a novel or unusual design feature
associated with the installation of an
overhead flight crew rest compartment.
The applicable airworthiness
regulations do not contain adequate or
appropriate safety standards for this
design feature. These amended special
conditions contain the additional safety
standards that the Administrator
considers necessary to establish a level
of safety equivalent to that established
by the existing airworthiness standards.
DATES: The effective date of these
amended special conditions is March
20, 2003.

FOR FURTHER INFORMATION CONTACT:
Alan Sinclair, FAA, Airframe/Cabin
Safety Branch, ANM-115, Transport
Airplane Directorate, Aircraft
Certification Service, 1601 Lind Avenue
SW., Renton, Washington, 98055-4056;
telephone (425) 227-2195; facsimile
(425) 227-1149.

SUPPLEMENTARY INFORMATION:

Background

On September 17, 2001, Flight
Structures Inc., 4407 172 Street NE,
Arlington, Washington, 98223, applied

for a supplemental type certificate (STC)
for installation of a Door 1 overhead
flightcrew rest (OFCR) compartment in
Boeing Model 777-200 series airplanes.
The certification of the Alitalia Model
777-200 overhead crew rest was
scheduled for October 9, 2002. The
Boeing Model 777-200 series airplanes
are large twin engine airplanes with
various passenger capacities and ranges
depending upon airplane configuration.

The OFCR compartment, adjacent to
Door 1, is located in the overhead above
the main passenger cabin and will
include a maximum of two private
berths, two seats, and a lavatory.
Occupancy of the OFCR compartment
will be limited to a maximum of four
occupants.

The OFCR will be accessed from the
main deck by stairs. In addition, an
emergency hatch that opens directly
into the main passenger cabin area will
be provided for the compartment. A
smoke detection system, an oxygen
system, and occupant amenities will
also be provided. This compartment
will only be occupied in flight;
occupancy is prohibited during taxi,
takeoff, or landing.

Compliance with these special
conditions does not relieve the
applicant from the existing airplane
certification basis requirements. One
particular area of concern is that the
OFCR installation creates a smaller
compartment volume within the
overhead area of the airplane. The
applicant must comply with the
requirements of §§ 25.365(e), (f), and (g),
for the overhead area compartment, as
well as any other airplane
compartments whose decompression
characteristics are affected by the
installation of a crew rest compartment.
Compliance with §25.831 must be
demonstrated for all phases of flight
where occupants will be present.

The FAA considers OFCR
compartment smoke or fire detection
and fire suppression systems (including
airflow management features that
prevent hazardous quantities of smoke
or fire extinguishing agent from entering
any other compartment occupied by
crewmembers or passengers) complex
with respect to paragraph 6d of
Advisory Circular (AC) 25.1309-1A,
“System Design and Analysis.” In
addition, the FAA considers failure of
the crew rest compartment fire
protection system (i.e., smoke or fire
detection and fire suppression systems)
in conjunction with a crew rest fire to
be a catastrophic event. Based on the
“Depth of Analysis Flowchart” shown
in Figure 2 of AC 25.1309-1A, the depth
of analysis should include both
qualitative and quantitative assessments

(reference paragraphs 8d, 9, and 10 of
AC 25.1309-1A). In addition, it should
be noted that flammable fluids,
explosives, or other dangerous cargo are
prohibited from being carried in the
crew rest area.

The requirements to enable
crewmember(s) quick entry to the crew
rest compartment and to locate a fire
source inherently places limits on the
amount of baggage that may be carried
and the size of the crew rest area. The
FAA notes that the crew rest area is
limited to stowage of crew personal
luggage and it is not intended to be used
for the stowage of cargo or passenger
baggage. The design of such a system to
include cargo or passenger baggage
would require additional requirements
to ensure safe operation.

The addition of galley equipment or a
kitchenette incorporating a cook top or
other heat source, or a stowage
compartment greater than or equal to 25
ft 3, into the crew rest compartment may
require further special conditions to be
considered.

Amendment 25-38 modified the
requirements of § 25.1439(a) by adding,
“In addition, protective breathing
equipment must be installed in each
isolated separate compartment in the
airplane, including upper and lower
lobe galleys, in which crewmember
occupancy is permitted during flight for
the maximum number of crewmembers
expected to be in the area during any
operation.” The requirements of
§ 25.1439(a) apply to the OFCR
compartment, which is an isolated
separate compartment. However, the
PBE requirements for isolated separate
compartments of § 25.1439(a) are not
appropriate because the OFCR
compartment is novel and unusual in
terms of the number of occupants. In
1976 when amendment 25-38 was
adopted, small galleys were the only
isolated compartments that had been
certificated. A maximum of two
crewmembers were expected to occupy
those galleys. Special Condition No. 9
addresses crew rest compartments that
can accommodate up to four
crewmembers. This large number of
occupants in an isolated compartment
was not envisioned at the time
amendment 25—-38 was adopted. It is not
appropriate for all occupants to don PBE
in the event of a fire because the first
action should be to leave the confined
space unless the occupant is fighting the
fire. Taking the time to don the PBE
would prolong the time for the
emergency evacuation of the occupants
and possibly interfere with efforts to
extinguish the fire.
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Operational Evaluations and Approval

These special conditions outline
requirements for OFCR compartment
design approvals (i.e. type design
changes and supplemental type
certificates) administered by the FAA’s
Aircraft Certification Service. Prior to
operational use of an OFCR
compartment, the FAA’s Flight
Standards Service must evaluate and
approve the “basic suitability” of the
OFCR compartment for crew
occupation. Additionally, if an operator
wishes to utilize a flightcrew rest area
as “‘sleeping quarters,” the crew rest
area must undergo an additional
evaluation and approval (Reference
§§121.485(a), 121.523(b) and
135.269(b)(5)). Compliance with these
special conditions does not ensure that
the requirements of part 121 or part 135
have been demonstrated.

In order to obtain an operational
evaluation, the type design holder must
contact the Aircraft Evaluation Group
(AEG) in the Flight Standards Service
and request a ‘“basic suitability”
evaluation or a “sleeping quarters”
evaluation of their crew rest. The results
of these evaluations must be
documented in a 777 Flight
Standardization Board (FSB) Report
Appendix. Individual operators may
then reference these standardized
evaluations in discussions with their
FAA Principal Operating Inspector
(POI) as the basis for an operational
approval, in lieu of an on-site
operational evaluation.

Any changes to the approved OFCR
compartment configuration that effect
crewmember emergency egress or any
other procedures affecting the safety of
the occupying crewmembers and/or
related training shall require a re-
evaluation and approval. The applicant
for a crew rest design change that affects
egress, safety procedures, or training is
responsible for notifying the FAA’s AEG
that a new crew rest evaluation is
required.

Procedures must be developed to
assure that a crewmember entering the
OFCR through the vestibule to fight a
fire will examine the vestibule and the
lavatory areas for the source of the fire
prior to entering the remaining areas of
the crew rest compartment. These
procedures are intended to assure that
the source of the fire is not between the
crewmember and the primary exit.

Type Certification Basis

Under the provisions of § 21.101,
Amendment 21-69, effective September
16, 1991, Flight Structures Inc., must

show that the Boeing Model 777-200, as
changed, continues to meet the

applicable provisions of the regulations
incorporated by reference in Type
Certificate Data Sheet No. TO0001SE or
the applicable regulations in effect on
the date of application for the change.
Subsequent changes have been made to
§21.101 as part of Amendment 21-77,
but those changes do not become
effective until June 10, 2003. The
regulations incorporated by reference in
the type certificate are commonly
referred to as the “original type
certification basis.” The regulations
incorporated by reference in Type
Certificate No. TO0001SE for the Boeing
Model 777-200 series airplanes include
14 CFR part 25, as amended by
Amendments 25—1 through 25-82. The
U.S. type certification bases for the
Boeing Model 777-200 series airplanes
is established in accordance with 14
CFR 21.17 and 21.29 and the type
certification application date. The type
certification basis is listed in Type
Certificate Data Sheet No. TO0001SE.

If the Administrator finds that the
applicable airworthiness regulations
(i.e., 14 CFR part 25) do not contain
adequate or appropriate safety standards
for the Boeing Model 777-200 series
airplanes because of a novel or unusual
design feature, special conditions are
prescribed under the provisions of
§21.16.

In addition to the applicable
airworthiness regulations and special
conditions, Boeing Model 777-200
series airplanes must comply with the
fuel vent and exhaust emission
requirements of 14 CFR part 34 and the
noise certification requirements of 14
CFR part 36.

Special conditions, as defined in
§11.19, are issued in accordance with
§11.38 and become part of the type
certification basis in accordance with
§21.101(b)(2), Amendment 21-69,
effective September 16, 1991.

Special conditions are initially
applicable to the model for which they
are issued. Should the applicant apply
for a supplemental type certificate to
modify any other model included on the
same type certificate to incorporate the
same novel or unusual design feature,
the special conditions would also apply
to the other model under the provisions
of §21.101(a)(1), Amendment 21-69,
effective September 16, 1991.

Novel or Unusual Design Features

While the installation of a crew rest
compartment is not a new concept for
large transport category airplanes, each
compartment design has unique features
by virtue of its design, location, and use
on the airplane. Previously, crew rest
compartments have been evaluated that
are installed within the main passenger

compartment area of the Boeing Model
777-200 and Model 777-300 series
airplanes and the overhead area of the
passenger compartment of the 777-200.
Other crew rest compartments have
been installed below the passenger
cabin area, adjacent to the cargo
compartment. Similar overhead crew
rest compartments have also been
installed on the Boeing Model 747
airplane. The interfaces of the
modification are evaluated within the
interior and assessed in accordance with
the certification basis of the airplane.
However, part 25 does not provide all
the requirements for crew rest
compartments within the overhead area
of the passenger compartment. Further,
these special conditions do not negate
the need to address other applicable
part 25 regulations.

Due to the novel or unusual features
associated with the installation of this
crew rest compartment, special
conditions are considered necessary to
provide a level of safety equal to that
established by the airworthiness
regulations incorporated by reference in
the type certificate.

Prior Comment

During a previous publication of the
substantially identical special
conditions a comment was received
after the comment period had closed.
The commenter thought requiring
placards prohibiting storage of
“hazardous quantities of flammable
fluids” was unnecessary and a
duplication of International Air
Transport Association (IATA)
Dangerous Goods Regulations, specially,
“Provisions for Dangerous Goods
Carried by Passengers or Crew.” The
FAA concurs with the commenter that
the placard requirement is similar to the
IATA requirement, therefore, the
requirement for the placard has been
removed.

Discussion of Comments Received on
Special Conditions No. 25-216-SC

Notice of final special conditions;
request for comments, No. 25—-216-SC,
for the Boeing Model 777-200 series
airplanes was published in the Federal
Register on October 11, 2002 (67 FR
63250). Two commenters responded to
the notice.

The first commenter requests that
Special Condition No. 2 be revised to
include the wording “if the open panel
would impede evacuation from the
main deck.” This comment was not
incorporated because the FAA finds that
the current statement adequately states
the objectives of the requirement.

This commenter also requests that
Special Condition No. 8 be revised to
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add the statement “Consideration can be
given to bunks, walls, partitions, etc.
that can be utilized to brace oneself
during turbulence.” This comment was
not incorporated because the suggested
statement would be considered a
method of compliance. The FAA finds
that the current statement adequately
states the objectives of the requirement.

This commenter has a third comment
requesting that Special Condition No.
14(d) be revised to include the phrase,
“except for curtained bunks.” The FAA
agrees and has incorporated the phrase
into Special Condition No. 14(d) as it
helps clarify the intent of the
requirement.

Finally, the first commenter requests
the addition of a special condition
dealing with the size and fire protection
of stowage compartments. This project
is a one-only Supplemental Type
Certificate (STC) and as such has
limited application and is adequately
covered by the existing regulations.
Also, all future STC projects will
encompass this requirement in some
form. Therefore this comment was not
incorporated.

The second commenter requested that
Special Condition No. 1 be revised as
follows: 1: The occupancy of the
overhead crew rest compartment is
limited to the total number of installed
bunks and seats in each compartment.
There must be an approved seat or berth
able to withstand the maximum flight
loads when occupied for each occupant
permitted in the overhead crew rest
compartment. When being used for
required flightcrew rest, the maximum
occupancy of the OFCR [overhead flight
crew rest] compartment is two. The
maximum occupancy in the OFAR
[overhead flight attendant rest] is
twelve.” This comment was not
incorporated. The distinction between
an OFCR and an OFAR based on the
phase of flight is an operational issue
and outside the scope of these special
conditions. This issue should be
addressed as described earlier in the
preamble under the heading,
“Operational Evaluations and
Approval.”

The next comment deals with
occupying the crewrest during taxi,
takeoff, and landing. These special
conditions do not cover occupancy
during taxi, takeoff, and landing,
therefore, this comment was not
incorporated.

The second commenter’s final
comment encompasses both Special
Conditions No. 6 and 7. The commenter
views the OFCR as being an extension
of the flightdeck. Except for purely
emergency notifications, all
communications to the OFCR should

come from the flightdeck. The FAA
concurs, and this comment was
incorporated into Special Condition No.
6 to include provisions to provide only
the relevant information to the flight
crewmembers in the overhead crew rest.
Special Condition No. 7 remains
unchanged.

Applicability

As discussed above, these special
conditions are applicable to the Model
777-200 series airplanes. Should Flight
Structures Inc., apply at a later date for
a supplemental type certificate to
modify any other model included on
Type Certificate Data Sheet No.
T00001SE to incorporate the same novel
or unusual design feature, these special
conditions would apply to that model as
well under the provisions of
§21.101(a)(1) Amendment 21-69,
effective September 16, 1991.

List of Subjects in 14 CFR Part 25

Aircraft, Aviation safety, Reporting
and recordkeeping requirements.

» The authority citation for these special
conditions is as follows:

Authority: 49 U.S.C. 106(g), 40113, 44701,
44702, 44704.

The Special Conditions

= Accordingly, pursuant to the authority
delegated to me by the Administrator,
the following special conditions are
issued as part of the type certification
basis for Boeing Model 777-200 series
airplanes, modified by Flight Structures
Inc., with an overhead flightcrew rest
(OFCR) compartment.

1. Occupancy of the OFCR
compartment is limited to the total
number of installed bunks and seats in
each compartment. There must be an
approved seat or berth able to withstand
the maximum flight loads when
occupied for each occupant permitted in
the OFCR compartment. The maximum
occupancy is four in the OFCR
compartment.

(a) There must be appropriate
placards, inside and outside each
entrance to the OFCR compartment to
indicate:

(1) The maximum number of
occupants allowed,

(2) That occupancy is restricted to
crewmembers that are trained in the
evacuation procedures for the OFCR
compartment,

(3) That occupancy is prohibited
during taxi, take-off and landing, and

(4) That smoking is prohibited in the
OFCR compartment.

(b) There must be at least one ashtray
on the inside and outside of any
entrance to the OFCR compartment.

(c) There must be a means to prevent
passengers from entering the OFCR
compartment in the event of an
emergency or when no flight attendant
is present.

(d) There must be a means for any
door installed between the OFCR
compartment and passenger cabin to be
capable of being quickly opened from
inside the compartment, even when
crowding occurs at each side of the
door.

(e) For all doors installed, there must
be a means to preclude anyone from
being trapped inside the OFCR
compartment. If a locking mechanism is
installed, it must be capable of being
unlocked from the outside without the
aid of special tools. The lock must not
prevent opening from the inside of the
compartment at any time.

2. There must be at least two
emergency evacuation routes, which
could be used by each occupant of the
OFCR compartment to rapidly evacuate
to the main cabin and be able to be
closed from the main passenger cabin
after evacuation. In addition—

(a) The routes must be located with
sufficient separation within the OFCR
compartment, and between the
evacuation routes, to minimize the
possibility of an event rendering both
routes inoperative.

(b) The routes must be designed to
minimize the possibility of blockage,
which might result from fire,
mechanical or structural failure, or
persons standing below or against the
escape route. One of the two evacuation
routes should not be located where,
during times in which occupancy is
allowed, normal movement by
passengers occurs (i.e. main aisle, cross
aisle or galley complex) that would
impede egress of the OFCR
compartment. If an evacuation route
utilizes an area where normal
movement of passengers occurs, it must
be demonstrated that passengers would
not impede egress to the main deck. If
there is low headroom at or near the
evacuation route, provisions must be
made to prevent or to protect occupants
(of the OFCR area) from head injury.
The use of evacuation routes must not
be dependent on any powered device. If
the evacuation path is over an area
where there are passenger seats, a
maximum of one row of passengers may
be displaced from their seats
temporarily during the evacuation
process of an incapacitated person(s). If
the evacuation procedure involves the
evacuee stepping on seats, the seats
must not be damaged to the extent that
they would not be acceptable for
occupancy during an emergency
landing.
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(c) Emergency evacuation procedures
and the emergency evacuation of
incapacitated occupant procedures must
be established and transmitted to the
operator for incorporation into their
training programs and appropriate
operational manuals. If the evacuation
path is over an area where there are
passenger seats, a maximum of one row
of passengers may be displaced from
their seats temporarily during the
evacuation process.

(d) There must be a limitation in the
Airplane Flight Manual or other suitable
means requiring that crewmembers be
trained in the use of evacuation routes.

3. There must be a means for the
evacuation of an incapacitated person
(representative of a ninety-fifth
percentile male) from the OFCR
compartment to the passenger cabin
floor.

(a) The evacuation must be
demonstrated for all evacuation routes.
A flight crewmember or other
crewmember (a total of one assistant
within the OFCR area) may provide
assistance in the evacuation. Additional
assistance may be provided by up to
three persons in the main passenger
compartment. These additional
assistants must be standing on the floor
while providing assistance. For
evacuation routes having stairways, the
additional assistants may ascend up to
one half the elevation change from the
main deck to the OFCR compartment, or
to the first landing, whichever is lower.

(b) Procedures for the evacuation of
an incapacitated person from the OFCR
compartment must be established.

4. The following signs and placards
must be provided in the OFCR
compartment:

(a) At least one exit sign, located near
each exit, meeting the requirements of
§ 25.812(b)(1)(i), except that a sign of
reduced background area with no less
than 5.3 square inches (excluding the
letters) may be utilized, provided that it
is installed such that the material
surrounding the exit sign is light in
color (e.g. white, cream, light beige). If
the material surrounding the exit sign is
not light in color, a sign with a
minimum of a one-inch wide
background border around the letters
would also be acceptable.

(b) An appropriate placard located
near each exit defining the location and
the operating instructions for each
evacuation route.

(c) Placards must be readable from a
distance of 30 inches under emergency
lighting conditions.

(d) The exit handles and evacuation
path operating instruction placards
must be illuminated to at least 160

microlamberts under emergency lighting
conditions.

5. There must be a means in the event
of failure of the aircraft’s main power
system, or of the normal OFCR
compartment lighting system, for
emergency illumination to be
automatically provided for the crew rest
compartment.

(a) This emergency illumination must
be independent of the main lighting
system.

(b) The sources of general cabin
illumination may be common to both
the emergency and the main lighting
systems if the power supply to the
emergency lighting system is
independent of the power supply to the
main lighting system.

(c) The illumination level must be
sufficient for the occupants of the OFCR
compartment to locate and transfer to
the main passenger cabin floor by means
of each evacuation route.

6. There must be means for two-way
voice communications between
crewmembers on the flightdeck and
occupants of the OFCR compartment.
There must also be two-way
communications between the occupants
of the OFCR compartment and each
flight attendant station required to have
a public address system microphone per
§25.1423(g) in the passenger cabin. In
addition, the public address system will
include provisions to provide only the
relevant information to the flight
crewmembers in the overhead crew rest
compartment (e.g., fire in flight, aircraft
depressurization, preparation of the
compartment occupants for landing,
etc.) and the appropriate training for the
flight crewmembers.

7. There must be a means for manual
activation of an aural emergency alarm
system, audible during normal and
emergency conditions, to enable
crewmembers on the flightdeck and at
each pair of required floor level
emergency exits to alert occupants of
the OFCR compartment of an emergency
situation. Use of a public address or
crew interphone system would be
acceptable, providing an adequate
means of differentiating between normal
and emergency communications is
incorporated. The system must be
powered in flight, after the shutdown or
failure of all engines and auxiliary
power units (APU), or the disconnection
or failure of all power sources
dependent on their continued operation
(i.e. engine and APU), for a period of at
least ten minutes.

8. There must be a means, readily
detectable by seated or standing
occupants of the OFCR compartment,
which indicates when seat belts should
be fastened. In the event there are no

seats, at least one means must be
provided to cover anticipated
turbulence (e.g. sufficient handholds).
Seat belt type restraints must be
provided for berths and must be
compatible for the sleeping attitude
during cruise conditions. There must be
a placard on each berth requiring that
seat belts must be fastened when
occupied. If compliance with any of the
other requirements of these special
conditions is predicated on specific
head location, there must be a placard
identifying the head position.

9. In lieu of the requirements
specified in § 25.1439(a) that pertain to
isolated compartments and to provide a
level of safety equivalent to that which
is provided occupants of a small
isolated galley, the following equipment
must be provided in the OFCR
compartment:

(a) At least one approved hand-held
fire extinguisher appropriate for the
kinds of fires likely to occur;

(b) Two protective breathing
equipment (PBE) devices, approved to
Technical Standard Order (TSO)-C116
or equivalent, suitable for fire fighting or
one PBE for each hand-held fire
extinguisher, whichever is greater; and

(c) One flashlight.

10. A smoke or fire detection system
(or systems) must be provided that
monitors each area within the OFCR
compartment including those areas
partitioned by curtains. Flight tests must
be conducted to show compliance with
this requirement. Each system (or
systems) must provide:

(a) A visual indication to the
flightdeck within one minute after the
start of a fire;

(b) An aural warning in the OFCR
compartment; and

(c) A warning in the main passenger
cabin. This warning must be readily
detectable by a flight attendant, taking
into consideration the positioning of
flight attendants throughout the main
passenger compartment during various
phases of flight.

11. The OFCR compartment must be
designed such that fires within the
compartment can be controlled without
a crewmember having to enter the
compartment, or the design of the access
provisions must allow crewmembers
equipped for fire fighting to have
unrestricted access to the compartment.
The time for a crewmember on the main
deck to react to the fire alarm, to don the
fire fighting equipment, and to gain
access must not exceed the time for the
compartment to become smoke-filled,
making it difficult to locate the fire
source.

12. There must be a means provided
to exclude hazardous quantities of
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smoke or extinguishing agent
originating in the OFCR compartment
from entering any other compartment
occupied by crewmembers or
passengers. This means must include
the time periods during the evacuation
of the crew rest compartment and, if
applicable, when accessing the crew rest
compartment to manually fight a fire.
Smoke entering any other compartment
occupied by crewmembers or
passengers after opening the OFCR
access door must dissipate within five
minutes after closing the access to the
OFCR compartment. Flight tests must be
conducted to show compliance with
this requirement.

If a built-in fire extinguishing system
is used in lieu of manual fire fighting,
then the fire extinguishing system must
be designed so that no hazardous
quantities of extinguishing agent will
enter other compartments occupied by
passengers or crew; the system must
have adequate capacity to suppress any
fire occurring in the OFCR
compartment, considering the fire
threat, volume of the compartment and
the ventilation rate.

13. There must be a supplemental
oxygen system equivalent to that
provided for main deck passengers for
each seat and berth in the OFCR
compartment. The system must provide
an aural and visual warning to warn the
occupants of the crew rest compartment
to don oxygen masks in the event of
decompression. The warning must
activate before the cabin pressure
altitude exceeds 15,000 feet. The aural
warning must sound continuously until
a reset push button in the OFCR
compartment is depressed.

14. The following requirements apply
to OFCR compartments that are divided
into several sections by the installation
of curtains or partitions:

(a) To compensate for sleeping
occupants, there must be an aural alert
that can be heard in each section of the
OFCR compartment that accompanies
automatic presentation of supplemental
oxygen masks. A minimum of two
supplemental oxygen masks are
required in each section whether or not
seats or berths are installed in each
section. There must also be a means by
which the oxygen masks can be
manually deployed from the flightdeck.

(b) A placard is required adjacent to
each curtain that visually divides or
separates, for privacy purposes, the
OFCR compartment into small sections.
The placard must require that the
curtain(s) remain open when the private
section it creates is unoccupied. The
vestibule section adjacent to the
stairway is not considered a private area

and, therefore, does not require a
placard.

(c) For each OFCR section created by
the installation of a curtain, the
following requirements of these special
conditions must be met with the curtain
open or closed:

(1) No smoking placard (Special
Condition No. 1),

(2) Emergency illumination (Special
Condition No. 5),

(3) Emergency alarm system (Special
Condition No. 7),

(4) Seat belt fasten signal or return to
seat signal as applicable (Special
Condition No. 8), and

(5) The smoke or fire detection system
(Special Condition No. 10).

(d) Overhead crew rest compartments
visually divided to the extent that
evacuation could be affected must have
exit signs that direct occupants to the
primary stairway exit. The exit signs
must be provided in each separate
section of the OFCR compartment,
except for curtained bunks, and must
meet the requirements of
§25.812(b)(1)().

(e) Sections within an OFCR
compartment that are created by the
installation of a rigid partition with a
door physically separating the sections,
the following requirements of these
special conditions must be met with the
door open or closed:

(1) There must be a secondary
evacuation route from each section to
the main deck, or alternatively, it must
be shown that any door between the
sections has been designed to preclude
anyone from being trapped inside the
compartment. Removal of an
incapacitated occupant within this area
must be considered.

(2) Any door between the sections
must be shown to be openable when
crowded against, even when crowding
occurs at each side of the door.

(3) There may be no more than one
door between any seat or berth and the
primary stairway exit.

(4) There must be exit signs in each
section meeting the requirements of
§25.812(b)(1)(i) that direct occupants to
the primary stairway exit. An exit sign
with reduced background area as
described in Special Condition No. 4(a)
may be used to meet this requirement.

(f) For each smaller section within the
main OFCR compartment created by the
installation of a partition with a door,
the following requirements of these
special conditions must be met with the
door open or closed:

(1) No smoking placards (Special
Condition No. 1),

(2) Emergency illumination (Special
Condition No. 5),

(3) Two-way voice communication
(Special Condition No. 6),

(4) Emergency alarm system (Special
Condition No. 7),

(5) Seat belt fasten signal or return to
seat signal as applicable (Special
Condition No. 8),

(6) Emergency fire fighting and
protective equipment (Special
Condition No. 9), and

(7) Smoke or fire detection system
(Special Condition No. 10).

15. The requirements of two-way
voice communication with the
flightdeck and provisions for emergency
firefighting and protective equipment
are not applicable to lavatories or other
small areas that are not intended to be
occupied for extended periods of time.

16. Where a waste disposal receptacle
is fitted, it must be equipped with an
automatic fire extinguisher that meets
the performance requirements of
§ 25.854(b).

17. Materials (including finishes or
decorative surfaces applied to the
materials) must comply with the
flammability requirements of § 25.853(a)
as amended by Amendment 25—83.
Mattresses must comply with the
flammability requirements of
§ 25.853(c), as amended by Amendment
25-83.

Issued in Renton, Washington, on March
20, 2003.

Mike Kaszycki,

Acting Manager, Transport Airplane
Directorate, Aircraft Certification Service.

[FR Doc. 03-7667 Filed 3—28-03; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 71

[Docket No. FAA—-2003-14195; Airspace
Docket No. 03-ACE-1]

Modification of Class E Airspace;
Fairmont, NE

AGENCY: Federal Aviation
Administration (FAA), DOT.

ACTION: Direct final rule; request for
comments.

SUMMARY: This action amends Title 14
Code of Federal Regulations, part 71 (14
CFR part 71) by revising the Fairmont,
NE Class E airspace. It increases the size
of the Class E airspace area extending
upward from 700 feet above the surface
of the earth to accommodate new and
amended Standard Instrument
Approach Procedures (SIAPs)
developed for Fairmont State Airfield,
Fairmont, NE. This action also modifies
the Fairmont, NE Class E airspace, and
its legal description, by incorporating
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the updated Fairmont State Airfield
airport reference point.

The intended effect of this rule is to
provide controlled Class E airspace for
aircraft executing an SIAP and to
segregate aircraft using instrument
approach procedures in instrument
conditions from aircraft operating in
visual conditions.

DATES: This direct final rule is effective
on 0901 UTC, July 10, 2003.

Comments for inclusion in the rules
Docket must be received on or before
May 1, 2003.

ADDRESSES: Send comments on this
proposal to the Docket Management
System, U.S. Department of
Transportation, Room Plaza 401, 400
Seventh Street, SW., Washington, DC
20590-0001. You must identify the
docket number FAA-2003-14195/
Airspace Docket no. 03—ACE-1, at the
beginning of your comments. You may
also submit comments on the Internet at
http://dms.dot.gov. You may review the
public docket containing the proposal,
any comments received, and any final
disposition in person in the Dockets
Office between 9 a.m. and 5 p.m.,
Monday through Friday, except Federal
holidays. The Docket Office (telephone
1-800-647-5527) is on the plaza level
of the Department of Transportation
NASSIF Building at the above address.
FOR FURTHER INFORMATION CONTACT:
Brenda Mumper, Air Traffic Division,
Airspace Branch, ACE-520A, DOT
Regional Headquarters Building, Federal
Aviation Administration, 901 Locust,
Kansas City, MO 64106; telephone:
(816) 329-2524.

SUPPLEMENTARY INFORMATION: This
amendment to 14 CFR 71 modifies the
Class E airspace area extending upward
from 700 feet above the surface at
Fairmont, NE in order to provide a safer
Instrument Flight Rules (IFR)
environment at Fairmont State Airfield,
Fairmont, NE. The FAA has developed
Area navigation (RNAV) Global
Positioning System (GPS) Runway
(RWY) 17, ORIGINAL SIAP; RNAV (GPS
RWY 35, ORIGINAL SIAP;
Nondirectional Radio Beacon (NDB)
RWY 17, Amendment 1 SIAP and NDB
RWY 35, Amendment 2 SIAP to serve
Fairmont State Airfield, Fairmont, NE.
Additional controlled airspace
extending upward from 700 feet Above
Ground Level (AGL) is needed to
accommodate the SIAPs. This
amendment also modifies the Fairmont,
NE Class E airspace by incorporating the
current Fairmont State Airfield, NE
airport reference point and deleting
reference to Beklof NDB, NE in the legal
description. These actions bring the
legal description of this airspace area

into compliance with FAA Order
7400.2E, Procedures for Handling
Airspace Matters. The area will be
depicted on appropriate aeronautical
charts. Class E airspace areas extending
upward from 700 feet or more above the
surface of the earth are published in
paragraph 6005 of FAA Order 7400.9K,
dated August 30, 2002, and effective
September 16, 2002, which is
incorporated by reference in 14 CFR
71.1. The Class E airspace designation
listed in this document will be
published subsequently in the Order.

The Direct Final Rule Procedure

The FAA anticipates that this
regulation will not result in adverse or
negative command and, therefore, is
issuing it as a direct final rule. Previous
actions of this nature have not been
controversial and have not resulted in
adverse comments or objections. Unless
a written adverse or negative comment,
or a written notice of intent to submit
an adverse or negative comment is
received within the comment period,
the regulation will become effective on
the date specified above. After the close
of the comment period, the FAA will
publish a document in the Federal
Register indicating that no adverse or
negative comments were received and
confirming the date on which the final
rule will become effective. If the FAA
does receive, within the comment
period, an adverse or negative comment,
or written notice of intent to submit
such a comment, a document
withdrawing the direct final rule will be
published in the Federal Register, and
a notice of proposed rulemaking may be
published with a new comment period.

Comments Invited

Interested parties are invited to
participate in this rulemaking by
submitting such written data, views, or
arguments, as they may desire.
Comments that provide the factual basis
supporting the views and suggestions
presented are particularly helpful in
developing reasoned regulatory
decisions on the proposal. Comments
are specifically invited on the overall
regulatory, aeronautical, economic,
environmental, and energy-related
aspects of the proposal.
Communications should identify both
docket numbers and be submitted in
triplicate to the address listed above.
Commenters wishing the FAA to
acknowledge receipt of their comments
on this notice must submit with those
comments a self-addressed, stamped
postcard on which the following
statement is made: “Comments to
Docket No. FAA-2003-14195/Airspace
Docket No. 03—ACE-1.” The postcard

will be date/time stamped and returned
to the commenter.

Agency Findings

The regulations adopted herein will
not have a substantial direct effect on
the States, on the relationship between
the national Government and the States,
or on the distribution of power and
responsibilities among the various
levels of government. Therefore, it is
determined that this final rule does not
have federalism implications under
Executive Order 13132.

The FAA has determined that this
regulation is noncontroversial and
unlikely to result in adverse or negative
comments. For the reasons discussed in
the preamble, I certify that this
regulation (1) is not a “significant
regulatory action” under Executive
Order 12866; (2) is not a ““‘significant
rule” under Department of
Transportation (DOT) Regulatory
Policies and Procedures (44 FR 11034,
February 26, 1979); and (3) if
promulgated, will not have a significant
economic impact, positive or negative,
on a substantial number of small entities
under the criteria of the Regulatory
Flexibility Act.

List of Subjects in 14 CFR Part 71

Airspace, Incorporation by reference,
Navigation (air).

Adoption of the Amendment

= Accordingly, the Federal Aviation
Administration amends 14 CFR part 71
as follows:

PART 71—DESIGNATION OF CLASS A,
CLASS B, CLASS C, CLASS D, AND
CLASS E AIRSPACE AREAS;
AIRWAYS; ROUTES; AND REPORTING
POINTS

» 1. The authority citation for part 71
continues to read as follows:

Authority: 49 U.S.C. 106(g), 40103, 40113,
40120; E.O. 10854, 24 FR 9565, 3 CFR, 1959—
1963 Comp., p. 389

§71.1 [Amended]

» 2. The incorporation by reference in 14
CFR 71.1 of Federal Aviation Adminis-
tration Order 7400.9K, dated August 30,
2002, and effective September 16, 2002,
is amended as follows:

Paragraph 6005 Class E airspace areas
extending upward from 700 feet or more
above the surface of the earth.

* * * * *

ACE NE E5 Fairmont, NE

Fairmont State Airfield, NE
(Lat 40°35'10"N., long. 97°34'23"W.)
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That airspace extending upward from 700
feet above the surface within a 7-mile radius
of the Fairmont State Airfield, NE

* * * * *

Issued in Kansas City, MO on March 11,
2003.

Paul J. Sheridan,

Acting Manager, Air Traffic Division, Central
Region.

[FR Doc. 03-7674 Filed 3—28-03; 8:45 am]
BILLING CODE 4910-13-M

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 71

[Docket No. FAA-2003-14598; Airspace
Docket No. 03—-ACE-21]

Modification of Class E Airspace;
Independence, 1A

AGENCY: Federal Aviation

Administration (FAA), DOT.

ACTION: Direct final rule; request for
comments.

SUMMARY: This action modifies Class E
airspace at Independence, IA. An
examination of controlled airspace for
Independence, IA revealed
discrepancies in the Independence
Municipal Airport, IA airport reference
point used in the legal description for
the Independence, IA Class E airspace
area. This action corrects the
discrepancies by modifying the
Independence, IA Class E airspace area.
It also incorporates the revised
Independence Municipal Airport, IA
airport reference point in the Class E
airspace legal description.

DATES: This direct final rule is effective
on 0901 UTGC, July 10, 2003.

Comments for inclusion in the Rules
Docket must be received on or before
May 1, 2003.

ADDRESSES: Send comments on this
proposal to the Docket Management
System, U.S. Department of
Transportation, Room Plaza 401, 400
Seventh Street, SW., Washington, DC
20590-0001. You must identify the
docket number FAA-2003-14598/
Airspace Docket No. 03—ACE-21, at the
beginning of your comments. You may
also submit comments on the Internet at
http://dms.dot.gov. You may review the
public docket containing the proposal,
any comments received, and any final
disposition in person in the Dockets
Office between 9 a.m. and 5 p.m.,
Monday through Friday, except Federal
holidays. The Docket Office (telephone
1-800-647-5527) is on the plaza level
of the Department of Transportation
NASSIF Building at the above address.

FOR FURTHER INFORMATION CONTACT:
Kathy Randolph, Air Traffic Division,
Airspace Branch, ACE-520C, DOT
Municipal Headquarters Building,
Federal Aviation Administration, 901
Locust, Kansas City, MO 64106;
telephone: (816) 329-2525.
SUPPLEMENTARY INFORMATION: This
amendment to 14 CFR 71 modifies the
Class E airspace area extending upward
from 700 feet above the surface of the
earth at Independence, IA. An
examination of controlled airspace for
Independence, IA revealed
discrepancies in the Independence
Municipal Airport, IA airport reference
point used in the legal description for
this airspace area. This amendment
incorporates the revised Independence
Municipal Airport, IA airport reference
point and brings the legal description of
the Independence, IA Class E airspace
area into compliance with FAA Order
7400.2E, Procedures for Handling
Airspace Matters. This area will be
depicted on appropriate aeronautical
charts. Class E airspace areas extending
upward from 700 feet or more above the
surface of the earth are published in
paragraph 6005 of FAA Order 7400.9K,
dated August 30, 2002, and effective
September 16, 2002, which is
incorporated by reference in 14 CFR
71.1. The Class E airspace designation
listed in this document will be
published subsequently in the Order.

The Direct Final Rule Procedure

The FAA anticipates that this
regulation will not result in adverse or
negative comment and, therefore, is
issuing it as a direct final rule. Previous
actions of this nature have not been
controversial and have not resulted in
adverse comments or objections. Unless
a written adverse or negative comment,
or a written notice of intent to submit
an adverse or negative comment is
received within the comment period,
the regulation will become effective on
the date specified above. After the close
of the comment period, the FAA will
publish a document in the Federal
Register indicating that no adverse or
negative comments were received and
confirming the date on which the final
rule will become effective. If the FAA
does receive, within the comment
period, and adverse or negative
comment, or written notice of intent to
submit such a comment, a document
withdrawing the direct final rule will be
published in the Federal Register, and
a notice of proposed rulemaking may be
published with a new comment period.

Comments Invited

Interested parties are invited to
participate in this rulemaking by

submitting such written data, views, or
arguments, as they may desire.
Comments that provide the factual basis
supporting the views and suggestions
presented are particularly helpful in
developing reasoned regulatory
decisions on the proposal. Comments
are specifically invited on the overall
regulatory, aeronautical, economic,
environmental, and energy-related
aspects of the proposal.
Communications should identify both
docket numbers and be submitted in
triplicate to the address listed above.
Commenters wishing the FAA to
acknowledge receipt of their comments
on this notice must submit with those
comments a self-addressed, stamped
postcard on which the following
statement is made: “Comments to
Docket No. FAA-2003-14598/Airspace
Docket No. 03—ACE—-21.” The postcard
will be date/time stamped and returned
to the commenter.

Agency Findings

The regulations adopted herein will
not have a substantial direct effect on
the States, on the relationship between
the national Government and the States,
or on the distribution of power and
responsibilities among the various
levels of government. Therefore, it is
determined that this final rule does not
have federalism implications under
Executive Order 13132.

The FAA has determined that this
regulation is noncontroversial and
unlikely to result in adverse or negative
comments. For the reasons discussed in
the preamble, I certify that this
regulation (1) is not a “significant
regulatory action”” under Executive
Order 12866; (2) is not a ““‘significant
rule” under Department of
Transportation (DOT) Regulatory
Policies and Procedures (44 FR 11034,
February 26, 1979); and (3) if
promulgated, will not have a significant
economic impact, positive or negative,
on a substantial number of small entities
under the criteria of the Regulatory
Flexibility Act.

List of Subjects in 14 CFR Part 71

Airspace, Incorporation by reference,
Navigation (air).

Adoption of the Amendment
= Accordingly, the Federal Aviation

Administration amends 14 CFR part 71
as follows:



15346

Federal Register/Vol. 68, No. 61/Monday, March 31, 2003/Rules and Regulations

PART 71—DESIGNATION OF CLASS A,
CLASS B, CLASS C, CLASS D, AND
CLASS E AIRSPACE AREAS;
AIRWAYS; ROUTES; AND REPORTING
POINTS

= 1. The authority citation for part 71
continues to read as follows:

Authority: 49 U.S.C. 106(g), 40103, 40113,
40120; E.O. 10854, 24 FR 9565, 3 CFR, 1959—
1963 Comp., p. 389.

§71.1 [Amended]

» 2. The incorporation by reference in 14
CFR 71.1 of Federal Aviation Adminis-

tration Order 7400.9K, dated August 30,
2002, and effective September 16, 2002,

is amended as follows:
* * * * *

Paragraph 6005 Class E airspace areas
extending upward from 700 feet or more
above the surface of the earth.

* * * * *

ACE IA E5 Independence, IA

Independence Municipal Airport, IA

(Lat. 42°27'13" N., long. 91°56'51" W.)
Wapsie NDB

(Lat. 42°27'08" N., long. 91°57'04" W.)

That airspace extending upward from 700
feet above the surface within a 6-mile radius
of Independence Municipal Airport and
within 2.6 miles each side of the 008° bearing
from the Wapsie NDB extending from the 6-
mile radius to 7.9 miles north of the airport.
* * * * *

Issued in Kansas Gity, MO, on March 19,
2003.

Herman J. Lyons, Jr.,

Manager, Air Traffic Division, Central Region.
[FR Doc. 03—-7673 Filed 3—28-03; 8:45 am]
BILLING CODE 4910-13-M

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 71

[Docket No. FAA—-2003-14599; Airspace
Docket No. 03-ACE-22]

Modification of Class E Airspace;
Keokuk, IA

AGENCY: Federal Aviation

Administration (FAA), DOT.

ACTION: Direct final rule; request for
comments.

SUMMARY: An examination of controlled
airspace for Keokuk, IA revealed a
discrepancy in the location of the
Keokuk, IA nondirectional radio beacon
(NDB) used in the legal description for
the Keokuk, IA Class E airspace. This
action corrects the discrepancy by
modifying the Keokuk, IA Class E
airspace and by incorporating the

current location of the Keokuk NDB in
the Class E airspace legal description.
DATES: This direct final rule is effective
on 0901 UTGC, July 10, 2003.

Comments for inclusion in the Rules
Docket must be received on or before
May 1, 2003.

ADDRESSES: Send comments on this
proposal to the Docket Management
System, U.S. Department of
Transportation, Room Plaza 401, 400
Seventh Street, SW., Washington, DC
20590-0001. You must identify the
docket number FAA-2003-14599/
Airspace Docket No. 03—ACE-22, at the
beginning of your comments. You may
also submit comments on the Internet at
http://dms.dot.gov. You may review the
public docket containing the proposal,
any comments received, and any final
disposition in person in the Dockets
Office between 9 a.m. and 5 p.m.,
Monday through Friday, except Federal
holidays. The Docket Office (telephone
1-800-647-5527) is on the plaza level
of the Department of Transportation
NASSIF Building at the above address.
FOR FURTHER INFORMATION CONTACT:
Kathy Randolph, Air Traffic Division,
Airspace Branch, ACE-520C, DOT
Regional Headquarters Building, Federal
Aviation Administration, 901 Locust,
Kansas City, MO 64106; telephone:
(816) 329-2525.

SUPPLEMENTARY INFORMATION: This
amendment to 14 CFR 71 modifies the
Class E airspace area extending upward
from 700 feet above the surface at
Keokuk, IA. It incorporates the current
location of the Keokuk NDB and brings
the legal description of this airspace
area into compliance with FAA Order
7400.2E, Procedures for Handling
Airspace Matters. This area will be
depicted on appropriate aeronautical
charts. Class E airspace areas extending
upward from 700 feet or more above the
surface of the earth are published in
paragraph 6005 of FAA Order 7400.9K,
dated August 30, 2002, and effective
September 16, 2002, which is
incorporated by reference in 14 CFR
71.1. The Class E airspace designation
listed in this document will be
published subsequently in the Order.

The Direct Final Rule Procedure

The FAA anticipates that this
regulation will not result in adverse or
negative comment and, therefore, is
issuing it as a direct final rule. Previous
actions of this nature have not been
controversial and have not resulted in
adverse comments or objections. Unless
a written adverse or negative comment,
or a written notice of intent to submit
an adverse or negative comment is
received within the comment period,

the regulation will become effective on
the date specified above. After the close
of the comment period, the FAA will
publish a document in the Federal
Register indicating that no adverse or
negative comments were received and
confirming the date on which the final
rule will become effective. If the FAA
does receive, within the comment
period, an adverse or negative comment,
or written notice of intent to submit
such a comment, a document
withdrawing the direct final rule will be
published in the Federal Register, and
a notice of proposed rulemaking may be
published with a new comment period.

Comments Invited

Interested parties are invited to
participate in this rulemaking by
submitting such written data, views, or
arguments, as they may desire.
Comments that provide the factual basis
supporting the views and suggestions
presented are particularly helpful in
developing reasoned regulatory
decisions on the proposal. Comments
are specifically invited on the overall
regulatory, aeronautical, economic,
environmental, and energy-related
aspects of the proposal.
Communications should identify both
docket numbers and be submitted in
triplicate to the address listed above.
Commenters wishing the FAA to
acknowledge receipt of their comments
on this notice must submit with those
comments a self-addressed, stamped
postcard on which the following
statement is made: ‘“‘Comments to
Docket No. FAA-2003-14599/Airspace
Docket No. 03—ACE-22.” The postcard
will be date/time stamped and returned
to the commenter.

Agency Findings

The regulations adopted herein will
not have a substantial direct effect on
the States, on the relationship between
the national Government and the States,
or on the distribution of power and
responsibilities among the various
levels of government. Therefore, it is
determined that this final rule does not
have federalism implications under
Executive Order 13132.

The FAA has determined that this
regulation is noncontroversial and
unlikely to result in adverse or negative
comments. For the reasons discussed in
the preamble, I certify that this
regulation (1) is not a ““significant
regulatory action” under Executive
Order 12866; (2) is not a ““‘significant
rule” under Department of
Transportation (DOT) Regulatory
Policies and Procedures (44 FR 11034,
February 26, 1979); and (3) if
promulgated, will not have a significant
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economic impact, positive or negative,
on a substantial number of small entities
under the criteria of the Regulatory
Flexibility Act.

List of Subjects in 14 CFR Part 71

Airspace, Incorporation by reference,
Navigation (air).

Adoption of the Amendment

= Accordingly, the Federal Aviation
Administration amends 14 CFR part 71
as follows:

PART 71—DESIGNATION OF CLASS A,
CLASS B, CLASS C, CLASS D, AND
CLASS E AIRSPACE AREA;—
AIRWAYS; ROUTES; AND REPORTING
POINTS

= 1. The authority citation for part 71
continues to read as follows:

Authority: 49 U.S.C. 106(g), 40103, 40113,
40120; E.O. 10854, 24 FR 9565. 3 CFR, 1959—
1963 Comp., p. 389.

§71.1 [Amended]

= 2. The incorporation by reference in 14
CFR 71.1 of Federal Aviation Adminis-
tration Order 7400.9K, dated August 30,
2002, and effective September 16, 2002,
is amended as follows:

Paragraph 6005 Class E airspace area
extending upward from 700 feet or more
above the surface of the earth.

* * * * *

ACE IA E5 Keokuk, TA

Keokuk Municipal Airport, IA

Lat. 40°27'36" N., long 91°25'43" W.)
Keokuk NDB

Lat. 40°27'53" N., long 91°26'01" W.)

That airspace extending upward from 700
feet above the surface within a 6.6-mile
radius of Keokuk Municipal Airport and
within 2.6 miles each side of the 310° bearing
from the Keokuk NDB extending from the
6.6-mile radius to 7 miles northwest of the
airport.

* * * * *

Dated: Issued in Kansas City, MO, on
March 19, 2003.

Herman J. Lyons, Jr.,

Manager, Air Traffic Division, Central Region.
[FR Doc. 03-7672 Filed 3—28-03; 8:45 am]
BILLING CODE 4910-13-M

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 71
[Docket No. FAA—-2002-13818; Airspace
Docket No. 02-AGL-19]

Modification of Class E Airspace;
Muskegon, Ml

AGENCY: Federal Aviation
Administration (FAA), DOT.

ACTION: Final rule.

SUMMARY: This action modifies Class E
airspace at Muskegon, MI. Area
Navigation (RNAV) Standard Instrument
Approach Procedures (SIAPS) to several
runways have been developed for
Muskegon County Airport. Controlled
airspace extending upward from 700
feet above the surface of the earth is
needed to contain aircraft executing
these approaches. This action increases
the area of the existing controlled
airspace at Muskegon County Airport.

EFFECTIVE DATE: 0901 UTC, July 10,
2003.

FOR FURTHER INFORMATION CONTACT:

Denis C. Burke, Air Traffic Division,
Airspace Branch, AGL-520, Federal
Aviation Administration, 2300 East

Devon Avenue, Des Plaines, Illinois
60018, telephone (847) 294-7568.

SUPPLEMENTARY INFORMATION:

History

On Tuesday, December 10, 2002, the
FAA proposed to amend 14 CFR part 71
to modify Class E airspace at Muskegon,
MI (67 FR 75826). The proposal was to
modify controlled airspace extending
upward from 700 feet above the surface
of the earth to contain Instrument Flight
Rules (IFR) operations in controlled
airspace during portions of the terminal
operation and while transiting between
the enroute and terminal environments.

Interested parties were invited to
participate in this rulemaking
proceeding by submitting written
comments on the proposal to the FAA.
No comments objecting to the proposal
were received. Class E airspace areas
extending upward from 700 feet or more
above the surface of the earth are
published in paragraph 6005, of FAA
Order 7400.9K dated August 30, 2002,
and effective September 16, 2002, which
is incorporated by reference in 14 CFR
71.1. The Class E airspace designations
listed in this document will be
published subsequently in the order.

The Rule

This amendment to 14 CFR part 71
modifies Class E airspace at Muskegon,

MI, to accommodate aircraft executing
instrument flight procedures into and
out of Muskegon County Airport. The
area will be depicted on appropriate
aeronautical charts.

The FAA has determined that this
regulation only involves an established
body of technical regulations for which
frequent and routine amendments are
necessary to keep them operationally
current. Therefore, this proposed
regulation—(1) is not a “significant
regulatory action” under Executive
Order 12866; (2) is not a “‘significant
rule” under DOT Regulatory Policies
and Procedures (44 FR 11034; February
26, 1979); and (3) does not warrant
preparation of a Regulatory Evaluation
as the anticipated impact is so minimal.
Since this is a routine matter that will
only affect air traffic procedures and air
navigation, it is certified that this rule
will not have a significant economic
impact on a substantial number of small
entities under the criteria of the
Regulatory Flexibility Act.

List of Subjects in 14 CFR Part 71

Airspace, Incorporation by reference,
Navigation (air).

Adoption of the amendment

= In consideration of the foregoing, the
Federal Aviation Administration
amends 14 CFR part 71 as follows:

PART 71—DESIGNATION OF CLASS A,
CLASS B, CLASS C, CLASS D, AND
CLASS E AIRSPACE AREAS;
AIRWAYS; ROUTES; AND REPORTING
POINTS

= 1. The authority citation for part 71
continues to read as follows

Authority: 49 U.S.C. 106(g), 40103, 40113,
40120; E.O. 10854, 24 FR 9565, 3 CFR, 1959—
1963 Comp., p. 389.

§71.1 [Amended]

» 2. The incorporation by reference in 14
CFR 71.1 of the Federal Aviation
Administration Order 7400.9K, Airspace
Designations and Reporting Points,

dated August 30, 2002, and effective Sep-

tember 16, 2002, is amended as follows:
* * * * *

Paragraph 6005 Class E airspace areas
extending upward from 700 feet or more
above the surface of the earth.

* * * * *

AGL MI E5 Muskegon, MI [Revised]

Muskegon County Airport, MI

(Lat. 43°10'10" N., long. 86°14'18" W.)
Grand Haven Memorial Airpark, MI

(Lat. 43°02'02" N., long. 86°11'53" W.)
Muskegon VORTAC, MI

(Lat. 43°10'10" N., long. 86°02'22" W.)
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That airspace extending upward from 700
feet above the surface within a 6.8-mile
radius of the Muskegon County Airport, and
within 2.6 miles each side of the ILS localizer
southeast course extending from the 6.8-mile
radius to 10.8 miles southeast of the airport,
and within 2.4 miles each side of the
localizer northwest course extending from
the 6.8-mile radius to 12.1 miles northwest
of the airport, and within 2.8 miles each side
of the Muskegon VORTAC 266° radial
extending from the 6.8-mile radius to 12.7
miles west of the airport, and within 1.3
miles each side of the Muskegon VORTAC
271° radial extending from the VORTAC to
the 6.8-mile radius of the airport and within
a 6.3-mile radius of the Grand Haven
Memorial Airpark.

* * * * *

Issued in Des Plaines, Illinois on March 13,
2003.

Nancy B. Shelton,

Manager, Air Traffic Division, Great Lakes
Region.

[FR Doc. 03-7664 Filed 3—28-03; 8:45 am]
BILLING CODE 4910-13-M

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 71
[Docket No. FAA—-2003-14352; Airspace
Docket No. 00-AGL-25]

Modification of Class E Airspace;
Hazen, ND

AGENCY: Federal Aviation
Administration (FAA), DOT.
ACTION: Final rule.

SUMMARY: This action modifies Class E
airspace at Hazen, ND. An Area
Navigation (RNAV) Standard Instrument
Approach Procedure (SIAP) to Runway
14, and an RNAV SIAP to Rwy 32 have
been developed for Mercer County
Regional Airport. Controlled airspace
extending upward from 700 feet or more
above the surface is needed to contain
aircraft executing these approaches.
This action increases the size of the
existing Class E airspace for Hazen, ND.
EFFECTIVE DATE: 0901 UTC, May 15,
2003.

FOR FURTHER INFORMATION CONTACT:
Denis C. Burke, Air Traffic Division,
Airspace Branch, AGL-520, Federal
Aviation Administration, 2300 East
Devon Avenue, Des Plaines, Illinois
60018, telephone (847) 294-7568.
SUPPLEMENTARY INFORMATION:

History

On Friday, October 6, 2000, the FAA
proposed to amend 14 CFR part 71 to
modify Class E airspace at Hazen, ND
(65 FR 59763). The proposal was to

modify controlled airspace extending
upward from 700 feet above the surface
to contain aircraft executing instrument
approach procedures.

Interested parties were invited to
participate in this rulemaking
proceeding by submitting written
comments on the proposal to the FAA.
Nineteen (19) commenters responded to
this proposed airspace action. All
nineteen (19) were objections, and were
based on concerns dealing with the
need for, or objecting to, added
regulations and restrictions. The
following concerns were raised:

A. Added FAA rules and regulations
are unnecessary and unwanted in this
region.

Of the nineteen (19) commenters, ten
(10) stated they wanted no more
restrictions imposed on their ability to
conduct VFR flight.

B. The expansion of Class E airspace
would limit the ability for VFR flight.

Of the nineteen (19) commenters,
seventeen (17) felt this would adversely
affect aviation, quality of life, and the
economy. No specifics as to the impact
on the economy were documented.

C. The expansion of Class E airspace
will reduce safety.

Of the nineteen (19) commenters,
eight (8) stated that expanding the
overall Class E airspace as proposed,
would cause an increase in flights
where radar coverage is limited, thus
reducing safety. All of these comments
were considered and evaluated. They
are responded to as follows:

In reference to concern A:

The increase in the area of Class E
airspace, is necessary to ensure IFR
aircraft are protected from VFR aircraft,
while conducting instrument approach
procedures. This is accomplished by
requiring higher reported visibility in
order to conduct VFR flight within the
Class E airspace. The transition from
Class G to Class E airspace, will require.
increased visibility only for VFR flight
above 1200 feet AGL. VFR flight
visibility requirements for flights below
this altitude remain unchanged. Cloud
distance requirements for VFR flights
also remain unchanged. In addition,
there are only three (3) relatively small
areas that will transition from Class G to
Class E airspace. Unless a VFR flight
was conducted exclusively in these
three (3) existing areas of Class G
airspace, the higher visibility
requirements already exist. This is
because they are surrounded by existing
Class E airspace. The added restrictions
are minimal.

In reference to concern B:

Although in certain areas the
visibility requirements for VFR flight
will increase, flight under VFR

conditions is not prohibited. The
comments on adversely affecting quality
of life, and the economy are undefined,
and beyond the scope of this airspace
action.

In reference to concern C:

Establishing or modifying Class E
airspace does not automatically lead to
increased aircraft operations. Radar
coverage in this area has no bearing or
impact on IFR flights conducted in this
airspace because aircraft are separated
and protected by ATC non-radar
procedures. Separation and protection
between IFR and VFR aircraft is
accomplished by visibility requirements
for the VFR aircraft. Safety would
actually be enhanced as a result of the
larger radius of protected airspace
surrounding Mercer County Airport.

Class E airspace designation for areas
extending upward from 700 feet or more
above the surface of the earth are
published in paragraph 6005 of FAA
Order 7400.9K dated August 30, 2002,
and effective September 16, 2002, which
is incorporated by reference in 14 CFR
71.1. The Class E airspace designations
listed in this document will be
published subsequently in the Order.

The Rule

This amendment to 14 CFR part 71
modifies Class E airspace at Hazen, ND,
to accommodate aircraft executing
instrument flight procedures into and
out of Mercer County Regional Airport.
The area will be depicted on
appropriate aeronautical charts.

The FAA has determined that this
regulation only involves an established
body of technical regulations for which
frequent and routine amendments are
necessary to keep them operationally
current. Therefore, this regulation—(1)
Is not a “significant regulatory action”
under Executive Order 12866, (2) is not
a “significant rule” under DOT
Regulatory Policies and Procedures (44
FR 11034; February 26, 1979); and (3)
does not warrant preparation of a
Regulatory Evaluation as the anticipated
impact is so minimal. Since this is a
routine matter that will only affect air
traffic procedures and air navigation, it
is certified that this rule will not have
a significant economic impact on a
substantial number of small entities
under the criteria of the Regulatory
Flexibility Act.

List of Subjects in 14 CFR Part 71
Airspace, Incorporation by reference,

Navigation (air).

Adoption of the Amendment

= In consideration of the foregoing, the

Federal Aviation Administration
amends 14 CFR part 71 as follows:
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PART 71—DESIGNATION OF CLASS A,
CLASS B, CLASS C, CLASS D, AND
CLASS E AIRSPACE AREAS;
AIRWAYS; ROUTES; AND REPORTING
POINTS

= 1. The authority citation for part 71
continues to read as follows:

Authority: 49 U.S.C. 106(g), 40103, 40113,
40120; E.O. 10854, 24 FR 95665, 3 CFR,
1959-1963 Comp., p. 389.

§71.1 [Amended]

» 2. The incorporation by reference in 14
CFR 71.1 of the Federal Aviation
Administration Order 7400.9K, Airspace
Designations and Reporting Points,

dated August 30, 2002, and effective Sep-
tember 16, 2002, is amended as follows:

* * * * *

Paragraph 6005 Class E airspace areas
extending upward from 700 feet or more
above the surface of the earth.

* * * * *

AGL ND E5 Hazen, ND [Revised]

Hazen, Mercer County Regional Airport, ND

(Lat. 47°17'24" N, long. 101°34'51" W)
Dickinson VORTAC

(Lat. 46°51'36" N, long. 102°46'25" W)
Williston VORTAC

(Lat. 48°15'12" N, long. 103°45'02" W)

That airspace extending upward from 700
feet above the surface within a 10.0-mile
radius of the Mercer County Regional
Airport, and that airspace extending upward
from 1200 feet above the surface bounded on
the northwest by a line beginning at V439,
thence counterclosckwise along the Williston
VORTAC 60.0-mile radius V71, thence
northwest along V71 to the Williston
VORTAC 39.2-mile radius to the 48°00'00" N.
latitude, on the north by the lat. 48°00'00" N.,
on the east by the long. 100°44'02" W., on the
southeast by V169, on the south by lat.
46°10'00" N., on the southwest by a line from
46°10'00" N., long. 102°24'00" W., to lat.
46°20'00" N., long. 102°44'00" W., on the
west by V491, thence east along V2 to the
Dickinson VORTAC 25.2-mile radius, thence
counterclockwise along the Dickinson
VORTAC 25.2-mile radius to V439, thence to
the point of beginning, excluding that
airspace within the Minot AFB, ND,
Dickinson, ND, and Bismarck, ND, Class E
airspace areas, and excluding all Federal
Airways.
* * * * *

Issued in Des Plaines, Illinois, on March 5,
2003.

Richard K. Peterson

Assistant Manager, Air Traffic Division, Great
Lakes Region.
[FR Doc. 03-7662 Filed 3—28-03; 8:45 am]

BILLING CODE 4910-13-M

DEPARTMENT OF TRANSPORTATION

14 CFR Part 71

[Docket No. FAA—-2002-14179; Airspace
Docket No. 02-AGL-08]

Modification of Class E Airspace;
Circleville, OH; Correction

AGENCY: Federal Aviation
Administration (FAA), DOT.

ACTION: Final rule; correction.

SUMMARY: This action corrects two (2)
errors contained in a final rule that was
published in the Federal Register on
Friday, January 17, 2003 (68 FR 2422).
The final rule modified Class E airspace
at Circleville, OH.

EFFECTIVE DATE: 0901 UTC, March 20,
2003.

FOR FURTHER INFORMATION CONTACT:
Denis C. Burke, Air Traffic Division,
Airspace Branch, AGL-520, Federal
Aviation Administration, 2300 East
Devon Avenue, Des Plaines, IL 60018,
telephone: (847) 294-7477.

SUPPLEMENTARY INFORMATION:

History

Federal Register Document 03—1124
published on Friday, January 27, 2003
(68 FR 2422), modified Class E airspace
at Circleville, OH. The Docket contained
an incorrect lat./long., and also
contained a misspelled city name, both
contained in the legal description. This
action corrects these errors.

Accordingly, pursuant to the
authority delegated to me, the errors for
the Class E airspace, Circleville, OH, as
published in the Federal Register
Friday, January 17, 2003 (68 FR 2422),
(FR Doc. 03—1124), is corrected as
follows:

§71.1 [Corrected]

= On page 2422, Column 3, in the legal
description:

m 1. On the second (2nd) line, correct:
“Cillicothe” to read: “Chillicothe”.

m 2. On the third (3rd) line, correct:
“(Lat. 39° 26’ 29"N., long. 83°01' 41"W.)”
to read: (Lat. 39°26'29" N., long.
83°01'21" W.”.

Issued in Des Plaines, Illinois, on March 5,
2003.
Richard K. Petersen,

Assistant Manager, Air Traffic Division, Great
Lakes Region.

[FR Doc. 03-7661 Filed 3—28-03; 8:45 am]
BILLING CODE 4910-13-M

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 71

[Docket No. FAA-2003-14597; Airspace
Docket No. 03—-ACE-20]

Modification of Class E Airspace;
Hampton, IA

AGENCY: Federal Aviation
Administration (FAA), DOT.

ACTION: Direct final rule; request for
comments.

SUMMARY: This action modifies Class E
airspace at Hampton, IA. An
examination of controlled airspace for
Hampton, IA revealed a discrepancy in
the location of the Hampton
nondirectional radio beacon (NDB). The
Hampton NDB is a navigational aid
serving Hampton Municipal Airport, IA
and is used in the legal description of
the Hampton, IA Class E airspace area.
This action corrects the discrepancy by
modifying the Hampton, IA Class E
airspace area and incorporating the
revised location of the Hampton NDB in
the Class E airspace legal description.

EFFECTIVE DATE: This direct final rule is
effective on 0901 UTC, July 20, 2003.

Comments for inclusion in the Rules
Docket must be received on or before
May 1, 2003.

ADDRESSES: Send comments on this
proposal to the Docket Management
system, U.S. Department of
Transportation, Room Plaza 401, 400
Seventh Street, SW., Washington, DC
20590-0001. You must identify the
docket number FAA-2003-14597/
Airspace Docket No. 03—ACE-20, at the
beginning of your comments. You may
also submit comments on the Internet at
http://dms.dot.gov. You may review the
public docket containing the proposal,
any comments received, and any final
disposition in person in the Dockets
Office between 9 a.m. and 5 p.m.,
Monday through Friday, except Federal
holidays. The Docket Office (telephone
1-800-647-5527) is on the plaza level
of the Department of Transportation
NASSIF Building at the above address.
FOR FURTHER INFORMATION CONTACT.:
Kathy Randolph, Air Traffic Division,
Airspace Branch, ACE-520C, DOT
Regional Headquarters Building, Federal
Aviation Administration, 901 Locust,
Kansas City, MO 64106; telephone:
(806) 329-2525.

SUPPLEMENTARY INFORMATION: This
amendment to 14 CFR 71 modifies the
Class E airspace area extending upward
from 700 feet above the surface of the
earth at Hampton, IA. An examination
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of controlled airspace for Hampton, IA
revealed a discrepancy in the location of
the Hampton NDB which is used in the
legal description of the Hampton, IA
Class E airspace area. This amendment
incorporates the revised Hampton NDB
location and brings the legal description
of the Hampton, IA Class E airspace area
into compliance with FAA Order
7400.2E, Procedures for Handling
Airspace Matters. The area will be
depicted on appropriate aeronautical
charts. Class E airspace areas extending
upward from 700 feet or more above the
surface of the earth published in
Paragraph 6005 of FAA Order 7400.9K,
dated August 30, 2002, and effective
September 16, 2002, which is
incorporated by reference in 14 CFR
71.1. The Class E airspace designation
listed in this document will be
published subsequently in the Order.

The Direct Final Rule Procedure

The FAA anticipates that this
regulation will not result in adverse or
negative comment and, therefore, is
issuing it as a direct final rule. Previous
actions of this nature have not been
controversial and have not resulted in
adverse comments or objections. Unless
a written adverse or negative comment,
or a written notice of intent to submit
an adverse or negative comment is
received within the comment period,
the regulation will become effective on
the date specified above. After the close
of the comment period, the FAA will
publish a document in the Federal
Register indicating that no adverse or
negative comments were received and
confirming the date on which the final
rule will become effective. If the FAA
does receive, within the comment
period, an adverse or negative comment,
or written notice of intent to submit
such a comment, a document
withdrawing the direct final rule will be
published in the Federal Register, and
a notice proposed rulemaking may be
published with a new comment period.

Comments Invited

Interested parties are invited to
participate in this rulemaking by
submitting such written data, views, or
arguments, as they may desire.
Comments that provide the factual basis
supporting the views and suggestions
presented are particularly helpful in
developing reasoned regulatory
decisions on the proposal. Comments
are specifically invited on the overall
regulatory, aeronautical, economic,
environmental and energy-related
aspects of the proposal.
Communications should identify both
docket numbers and be submitted in
triplicate to the address listed above.

Commenters wishing the FAA to
acknowledge receipt of their comments
on this notice must submit with those
comments a self-addressed, stamped
postcard on which the following
statement is made: “Comments to
Docket No. FAA-2003-14597/Airspace
Docket No. 03—ACE-20.” The postcard
will be date/time stamped and returned
to the commenter.

Agency Findings

The regulations adopted herein will
not have a substantial direct effect the
States, on the relationship between the
national Government and the States, or
on the distribution of power and
responsibilities among the various
levels of government. Therefore, it is
determined that this final rule does not
have federalism implications under
Executive Order 13132.

The FAA has determined that this
regulation is noncontroversial and
unlikely to result in adverse or negative
comments. For the reasons discussed in
the preamble, I certify that this
regulation (1) is not a “significant
regulatory action” under Executive
Order 12866; (2) is not a “significant
rule” under Department of
Transportation (DOT) Regulatory
Policies and Procedures (44 FR 11034,
February 26, 1979); and (3) if
promulgated, will not have a significant
economic impact, positive or negative,
on a substantial number of small entities
under the criteria of the Regulatory
Flexibility Act.

List of Subjects in 14 CFR Part 71

Airspace, Incorporation by reference,
Navigation (air).

Adoption of the Amendment

» Accordingly, the Federal Aviation
Administration Amends 14 CFR part 71
as Follows:

PART 71—DESIGNATION OF CLASS A,
CLASS B, CLASS C, CLASS D, AND
CLASS E AIRSPACE AREAS;
AIRWAYS; ROUTES; AND REPORTING
POINTS

» 1. The authority citation for part 71
continues to read as follows:

Authority: 49 U.S.C. 106(g), 40103, 40113,
40120; E.O. 10854, 24 FR 9565, 3 CFR 1959—
1963 Comp. p. 389.

§71.1

» 2. The incorporation by reference in 14
CFR 71.1 of Federal Aviation Adminis-

tration Order 7400.9K, dated August 30,
2002, and effective September 16, 2002,

is amended as follows:
* * * * *

[Amended]

Paragraph 6005 Class E airspace areas
extending upward from 700 feet or more
above the surface of the earth.

* * * * *

ACEIA E5

Hampton Municipal Airport, IA

(Lat. 42°43'25" N., long. 93°13'35" W.)
Hampton NDB

(Lat. 42°43'32" N., long. 93°13'30" W.)

That airspace extending upward from 700
feet above the surface within a 6.4-mile
radius of Hampton Municipal Airport and
within 2.6 miles each side of the 343° bearing
from the Hampton NDB extending from the
6.4-mile radius to 7.4 miles northwest of the
airport and within 2 miles each side of the
177° bearing from the Hampton Municipal
Airport extending from the 6.4-mile radius to
7.7 miles south of the airport.
* * * * *

Hampton, IA

Issued in Kansas Gity, MO, on March 14,
2003.

Paul J. Sheridan

Acting Manager, Air Traffic Division, Central
Region.

[FR Doc. 03-7660 Filed 3—28-03; 8:45 am]
BILLING CODE 4910-13-M

DEPARTMENT OF TRANSPORTATION
Office of the Secretary

14 CFR Part 255
[Docket No. OST-2003-14484]
RIN 2105-AD24

Extension of Computer Reservations
Systems (CRS) Regulations

AGENCY: Office of the Secretary,
Department of Transportation.
ACTION: Final rule.

SUMMARY: The Department is amending
its rules governing airline computer
reservations systems (CRSs), by
changing the rules’ expiration date from
March 31, 2003, to January 31, 2004. If
the expiration date were not changed,
the rules would terminate on March 31,
2003. This extension of the current rules
will keep them in effect while we
complete our reexamination of the need
for CRS regulations. Some or all of the
rules may no longer be necessary, but
the Department will maintain the
current rules until January because they
may be beneficial. The Department may
determine in its reexamination that the
need for most or all of the rules has
ended. The Department has previously
extended the rules from their original
December 31, 1997, expiration date,
most recently to March 31, 2003.

DATES: This rule is effective on March
31, 2003.

FOR FURTHER INFORMATION CONTACT:
Thomas Ray, Office of the General
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Counsel, 400 Seventh St. SW.,
Washington, DC 20590, (202) 366—4731.
SUPPLEMENTARY INFORMATION:

Electronic Access

You can view and download this
document by going to the webpage of
the Department’s Docket Management
System (http://dms.dot.gov/). On that
page, click on “search.” On the next
page, type in the last five digits of the
docket number shown on the first page
of this document, 14484. Then click on
“search.” An electronic copy of this
document also may be downloaded by
using a computer, modem, and suitable
communications software from the
Government Printing Office’s Electronic
Bulletin Board Service at (202) 512—
1661. Internet users may reach the
Office of the Federal Register’s home
page at: http://www.nara.gov/fedreg and
the Government Printing Office’s
database at: http://www.access.gpo.gov/
nara/index.html.

Discussion

We adopted rules governing CRS
operations, 14 CFR part 255, because
almost all airlines operating in the
United States relied on the CRSs in
marketing their airline services and each
system was then controlled by one or
more airlines or airline affiliates. 57 FR
43780, September 22, 1992. We found
that rules were necessary to ensure that
each of the airlines and airline affiliates
that controlled a system did not use the
system to unfairly prejudice the
competitive position of other airlines
and to ensure that travel agents and
their customers could obtain accurate
and unbiased information from the
systems. Our rules contained a sunset
date to ensure that we would reexamine
whether the rules remained necessary
and, if so, whether they were effective.

As a result of the sunset date
provision, we began a proceeding to
reexamine whether the rules were
necessary and effective by issuing an
advance notice of proposed rulemaking,
62 FR 47606, September 10, 1997,
followed later by a supplemental
advance notice of proposed rulemaking
that asked the parties to update their
comments. 65 FR 45551, July 24, 2000.

We recently issued a notice of
proposed rulemaking in which we
tentatively found that elements of the
rules may remain necessary, at least in
the short term, and that some changes
to the rules may be justified. 67 FR
69366, November 15, 2002. We also
proposed to eliminate some rules,
primarily the rules barring systems from
charging airlines discriminatory booking
fees and requiring airlines with a
significant ownership in one system to

participate in other systems at the same
level if the terms for doing so are
commercially reasonable. We invited
comment on whether the public interest
would be served by full and immediate
sunset of the rules. Our notice includes
a detailed discussion of the rulemaking
issues and our tentative findings on the
relevant features of the airline
distribution and CRS businesses.
Comments and reply comments on our
tentative findings on the need for CRS
regulation and our proposals are due
March 16 and May 15, 2003,
respectively. 67 FR 72869, December 9,
2002.

To maintain the existing rules in
effect while we complete our
reexamination of those rules, we
proposed to extend the sunset date to
January 31, 2004. 68 FR 7325, February
13, 2003. We noted that the March 31,
2003, sunset date will come only two
weeks after the close of the comment
period on the notice of proposed
rulemaking for our overall
reexamination of the rules and that the
reply comment period will close seven
weeks later. We clearly cannot complete
our rulemaking by the March 31 sunset
date. We tentatively found that allowing
the rules to sunset during our
reexamination of them could be
contrary to the public interest. We are
aware that our final decision in our
overall reexamination of the rules may
be that the rules do not actually serve
the public interest in the short term or
in the long term.

Eleven persons commented on the
proposal. U.S. Airways, Sabre, Galileo
International, Amadeus Global Travel
Distribution, and the American Society
of Travel Agents (“ASTA”) supported
the proposal, Worldspan, Northwest,
United, and LanChile opposed any
extension, and American and Orbitz
stated their willingness to accept only a
shorter extension.

We have determined to change the
rules’ expiration date to January 31,
2004, as we proposed. This will allow
the rules to remain in effect while we
complete our overall reexamination of
the existing CRS rules. We recognize the
need to complete the major rulemaking
as soon as possible so that the rules
reflect current industry conditions and
economic realities. We intend to make
a final decision promptly in that
proceeding.

Background: Rulemaking History

Our notice of proposed rulemaking set
forth our tentative findings and analysis
on the nature of the airline distribution
and CRS businesses and on whether the
CRS rules should be kept or changed.
We recognized the changes occurring in

the airline distribution system,
especially the Internet’s erosion of the
airlines’ dependence on the systems,
and the potential that these changes
may eliminate the need for many or all
of our rules. 67 FR 69376, 63977.
Nonetheless, we tentatively concluded
that at present some rules should be
maintained to protect airline
competition and consumers. We have
requested comment on whether the non-
discriminatory booking fee and
mandatory participation rules noted
above could be eliminated, since
airlines may have more bargaining
leverage against the systems than we
have found in past rulemakings. 67 FR
69368. We will also consider comments
contending that additional rules are
unnecessary or counterproductive. We
will take these comments into account
in considering whether to retain some or
any of the rules, or whether full and
complete sunset may be in the public
interest.

We initially established a sixty-day
comment period and a thirty-day reply
comment period. As a result of a
petition submitted by nineteen
commenters, we extended the comment
period by sixty days and the reply
comment period by thirty days. 67 FR
72869, December 9, 2002.

While we have been conducting our
reexamination of the rules, we have
changed the sunset date five times to
maintain the rules pending our
completion of that reexamination. Our
most recent extension was to March 31,
2003. 62 FR 66272, December 18, 1997;
64 FR 15127, March 30, 1999; 65 FR
16808 March 30, 2000; 66 FR 17352,
March 30, 2001; and 67 FR 14846,
March 28, 2002.

Our Proposed Sunset Date Extension

We again proposed to extend the
expiration date for our CRS rules, to
January 31, 2004, in order to maintain
the rules while we complete our
reexamination of the need for the rules
and their effectiveness. 68 FR 7325,
February 13, 2003. We explained that
we could not issue final rules by the
current sunset date, March 31, 2003.
Changing the sunset date would enable
us to preserve the status quo until we
determine which rules, if any, should be
retained. We tentatively determined that
doing so would be in the public interest.
In that regard we referenced our notice
of proposed rulemaking for the overall
reexamination of the rules, where we
tentatively concluded that elements of
the rules may be necessary, at least in
the near term, to protect airline
competition and consumers against
potentially unreasonable and unfair CRS
practices. We further cited our
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obligation under 49 U.S.C. 40105(b),
formerly section 1102(a) of the Federal
Aviation Act, then codified as 49 U.S.C.
1502(a), to act consistently with the
United States’ obligations under
bilateral air services agreements, and
concluded that that obligation might
justify a short-term continuation of the
rules. 67 FR 69384. We stated our
awareness of the importance of adopting
final rules that reflect current conditions
in the CRS and airline distribution
businesses.

Comments

Three of the systems—Amadeus,
Galileo, and Sabre—supported our
proposal to change the sunset date to
January 31, 2004, as did ASTA, the
largest travel agency trade association,
and U.S. Airways. American and Orbitz,
the on-line travel agency owned by
American, Continental, Delta,
Northwest, and United, supported a
shorter extension of the rules. American
proposed August 31 as the new sunset
date, while Orbitz proposed September
30. The other commenters—Delta,
Northwest, United, and LanChile—
opposed any extension of the rules.
United particularly opposed any
continuation of the non-discriminatory
booking fee and mandatory
participation rules.

Sabre filed a reply challenging several
of the factual assertions made by several
airline commenters concerning the
systems’ alleged market power and
unreasonable practices.

Final Rule

We have determined to adopt our
proposal to change the sunset date to
January 31, 2004. We obviously cannot
complete our overall reexamination of
the rules by March 31, and we continue
to believe that we may well need an
additional ten months to complete that
proceeding. The comment period for
reply comments will end on May 15,
and we must then analyze the
comments, decide what final rules
should be adopted, and draft a final
rule. The final rule must be reviewed by
the Office of Management and Budget
(“OMB”). This entire process may
require ten months for completion,
especially given the complex and
controversial issues presented in that
rulemaking.

We will, of course, try to issue a final
rule as soon as possible rather than wait
until the new January 31 sunset date.
Adopting a shorter extension at this
time might well require us to conduct
an additional rulemaking to change the
date again, which would be an
inefficient use of Government resources
and interfere with our intent to focus on

completing the overall reexamination of
the rules as promptly as possible. A
shorter extension might also keep us
from thoroughly and carefully
examining the issues before making our
final decision on whether CRS rules
remain necessary and, if so, how they
should be changed.

We recognize that the rules may have
become unnecessary. As we continue
our reexamination, we will maintain the
rules based on a tentative finding that
some of the rules may serve the public
interest. It may remain true, for
example, that the systems have market
power that could be used to prejudice
airline competition. American thus
states, ““CRS market and pricing power
remain intact * * *.”” American
Comments at 1. If so, ending the rules
would not necessarily enable airlines to
obtain better terms for participation.
United, however, has pointed out that
we proposed to eliminate the non-
discriminatory booking fee and
mandatory participation rules because
we tentatively found that they may
prevent airlines from obtaining lower
prices. We cannot adopt United’s
suggestion that any extension of the
sunset date exclude those two rules,
since that would amount to a change in
the existing rules that we do not wish
to adopt until we have had the
opportunity to consider the comments
on the issue. Nor can we agree now,
before the end of the comment period
for our proposals on changing the rules,
with the assertions by several other
commenters that the rules preserve and
enhance the systems’ market power.
See, e.g., Orbitz Comments. We have
found in past rulemakings that rules
were needed to curb the systems’ market
power, most recently in the parity
clause rulemaking completed five years
ago. 62 FR 59784, November 5, 1997.
We tentatively concluded in our recent
notice of proposed rulemaking that we
see some evidence that the systems may
still have market power. At issue is
whether some or all of the rules affect
the exercise of such market power, to
the extent it exists, and whether they do
so in a manner that serves the public
interest.

Effective Date

We have determined for good cause to
make this amendment effective on
March 31, 2003, rather than thirty days
after publication as required by the
Administrative Procedure Act except for
good cause shown. 5 U.S.C. 553(d). To
keep the current rules in force, we must
make this amendment effective by
March 31, 2003. Since the amendment
preserves the status quo, it will not
require the systems, airlines, or travel

agencies to change their operating
methods. Making this amendment
effective on less than thirty days notice
accordingly will not impose an undue
burden on anyone.

Regulatory Process Matters

Regulatory Assessment

This rulemaking is a significant
regulatory action under section 3(f) of
Executive Order 12866 and has been
reviewed by the Office of Management
and Budget under that order. The
proposal is also significant under the
regulatory policies and procedures of
the Department of Transportation, 44 FR
11034.

Our notice of proposed rulemaking in
this proceeding cited the tentative
findings of the preliminary regulatory
assessment in our notice of proposed
rulemaking for the overall
reexamination of the rules that the
existing rules do not appear to impose
a significant burden on the systems or
their users. 68 FR 7326, citing 67 FR
69418-69423. We stated our belief that
that regulatory assessment should be
applicable to our proposal to extend the
rules’ sunset date and that no new
regulatory impact statement appears to
be necessary. We invited interested
persons to comment on those findings.
No commenter specifically commented
on our regulatory assessment, which we
will make final.

This rule will not impose unfunded
mandates or requirements that would
have any impact on the quality of the
human environment.

Small Business Impact

Congress enacted the Regulatory
Flexibility Act of 1980, 5 U.S.C. 601 et
seq., to ensure that small entities are not
unnecessarily and disproportionately
burdened by government regulations.
The act requires agencies to review
proposed regulations that may have a
significant economic impact on a
substantial number of small entities. For
purposes of this rule, small entities
include smaller U.S. airlines and
smaller travel agencies.

This rule sets forth the reasons for our
extension of the rules’ expiration date
and the objectives and legal basis for
that rule.

Our notice of proposed rulemaking on
this extension proposal cited the
tentative regulatory flexibility analysis
on the rules’ impact that was included
in our notice of proposed rulemaking for
the reexamination of the rules. We
stated that that analysis appeared to be
valid for our proposed extension of the
rules’ termination date. 68 FR 7326—
7327. We stated that we would consider
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comments on that analysis. No one filed
such comments, and we will adopt that
analysis as our final regulatory

flexibility statement for this proceeding.

Our rule contains no direct reporting,
record-keeping, or other compliance
requirements that would affect small
entities. There are no other federal rules
that duplicate, overlap, or conflict with
our proposed rules.

I certify under section 605(b) of the
Regulatory Flexibility Act (5 U.S.C. et
seq.) that this regulation will not have
a significant economic impact on a
substantial number of small entities.

Paperwork Reduction Act

This rule contains no collection-of-
information requirements subject to the
Paperwork Reduction Act, Public Law.
96-511, 44 U.S.C. chapter 35.

Federalism Assessment

We stated that we had reviewed our
proposed rule in accordance with the
principles and criteria contained in
Executive Order 13132, dated August 4,
1999, and determined that it would not
have a substantial direct effect on the
States, on the relationship between the
national government and the States, or
on the distribution of power and
responsibilities among the various
levels of government. This rule will not
limit the policymaking discretion of the
States. Nothing in this rule will directly
preempt any State law or regulation. We
are adopting this amendment primarily
under the authority granted us by 49
U.S.C. 41712 to prevent unfair methods
of competition and unfair and deceptive
practices in the sale of air
transportation. Our notice of proposed
rulemaking stated our belief that the
policy set forth in this rule is consistent
with the principles, criteria, and
requirements of the Federalism
Executive Order and the Department’s
governing statute.

We invited comments on these
conclusions. 68 FR 7327. No one
commented on our federalism
assessment. We will therefore make it
final. Because the rule will have no
significant effect on State or local
governments, as discussed above, no
consultations with State and local
governments on this rule were
necessary.

List of Subjects in 14 CFR Part 255

Air carriers, Antitrust, Consumer
protection, Reporting and recordkeeping
requirements, Travel agents.

= Accordingly, the Department of
Transportation amends 14 CFR part 255
as follows:

PART 255—(AMENDED)

» 1. The authority citation for part 255
continues to read as follows:

Authority: 49 U.S.C. 40101, 40102, 40105,
40113, 41712.

= 2. Section 255.12 is revised to read as
follows:

§255.12. Termination.

The rules in this part terminate on
January 31, 2004.

Issued in Washington, DC, on March 25,
2003.
Norman Y. Mineta,
Secretary of Transportation.
[FR Doc. 03-7636 Filed 3—28-03; 8:45 am)|]
BILLING CODE 4910-62-P

SECURITIES AND EXCHANGE
COMMISSION

17 CFR Parts 228 and 229

[Release Nos. 33-8177A; 34-47235A; File
No. S7-40-02]

RIN 3235-Al166
Disclosure Required by Sections 406

and 407 of the Sarbanes-Oxley Act of
2002; Correction

AGENCY: Securities and Exchange
Commission.

ACTION: Corrections to final regulations.

SUMMARY: We are making technical
corrections to rules adopted in Release
No. 33—-8177 (January 23, 2003), which
were published in the Federal Register
on January 31, 2003 (68 FR 5110). The
rules implement sections 406 and 407 of
the Sarbanes-Oxley Act of 2002 by
requiring disclosures regarding audit
committee financial experts and codes
of ethics. This document amends an
instruction to the rule to clarify that
disclosures regarding audit committee
financial experts are required only in
annual reports.

EFFECTIVE DATE: March 31, 2003.

FOR FURTHER INFORMATION CONTACT: Ray
Be, Special Counsel, Office of
Rulemaking, Division of Corporation
Finance, at (202) 942-2910, U.S.
Securities and Exchange Commission,
450 Fifth Street, NW., Washington, DC
20549-0312.

SUPPLEMENTARY INFORMATION:
I. Background

On January 23, 2003, the Commission
adopted,® among other things,
amendments to item 401 of Regulations

1 See Release No. 33—8177 (Jan. 23, 2003) (68 FR
5110).

S—K and S-B.2 These rules require
disclosure of whether a company has an
audit committee financial expert, as
defined in the rule, serving on its audit
committee.

Subsequent to the adoption of the
amendments, questions arose regarding
whether the disclosures required by the
new disclosure item must be provided
in registration statements under the
Securities Act of 19333 and the
Securities Exchange Act of 1934.4
Although the discussion of these
provisions in the adopting release
makes clear that such disclosure is
required only in a company’s annual
report, the new disclosure item did not
clearly state that such disclosure is
required only in annual reports.

Accordingly, the amendments set
forth in this document clarify that the
rules require disclosure of whether a
company has an audit committee
financial expert serving on its audit
committee only in an annual report.
Although this disclosure is not required
in any document other than the annual
report, a company may, at its discretion,
include the audit committee financial
expert disclosure in its proxy or
information statement and incorporate
that disclosure into its annual report if
it complies with applicable rules for
incorporation by reference. The changes
are technical corrections to clarify the
rules as described in the original
adopting release, and do not alter the
forms in which the disclosure is
required as described in the original
adopting release.

II. Need for Correction

As published, the final regulations
contain errors which are in need of
clarification.

II1. Correction of Publication

Accordingly, the publication on
January 31, 2003, of the final rules
(Release No. 33—8177) relating to the
disclosure of whether a company has an
audit committee financial expert serving
on its audit committee and whether a
company has adopted a code of ethics
for its principal executive officer,
principal financial officer, principal
accounting officer and controller, which
were the subject of FR Doc. 03-2018, is
corrected as follows:

§228.401 [Corrected]

On page 5126, in the first column,
paragraph 1 to Instructions to Item

217 CFR 229.401; 17 CFR 228.401.
315 U.S.C. 77a et seq.
415 U.S.C. 78a et seq.
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401(e) of § 228.401 is corrected to read
as follows:
* * * * *

Instructions to Item 401(e)

1. The disclosure under Item 401(e) is
required only in a small business
issuer’s annual report. The small
business issuer need not provide the
disclosure required by this Item 401(e)
in a proxy or information statement
unless that small business issuer is
electing to incorporate this information
by reference from the proxy or
information statement into its annual
report pursuant to general instruction
E(3) to Form 10-KSB.

* * * * *

§229.401 [Corrected]

On page 5127, in the third column,
paragraph 1 to Instructions to Item
401(h) of § 229.401 is corrected to read
as follows:

* * * * *

Instructions to Item 401(h)

1. The disclosure under Item 401(h) is
required only in a registrant’s annual
report. The registrant need not provide
the disclosure required by this Item
401(h) in a proxy or information
statement unless that registrant is
electing to incorporate this information
by reference from the proxy or
information statement into its annual
report pursuant to general instruction
G(3) to Form 10-K.

* * * * *
Dated: March 26, 2003.

Jill M. Peterson,

Assistant Secretary.

[FR Doc. 03—-7680 Filed 3—28-03; 8:45 am]
BILLING CODE 8010-01-P

SECURITIES AND EXCHANGE
COMMISSION

17 CFR Part 240

[Release No. 34-44992A; File No. S7-26—
98]

RIN 3235-AH04

Books and Records Requirements for
Brokers and Dealers Under the
Securities Exchange Act of 1934

AGENCY: Securities and Exchange
Commission.

ACTION: Final rule; correction.

SUMMARY: This document contains
corrections to the amendments to the
books and records requirements for
brokers and dealers under the Securities
Exchange Act of 1934 that were
published on November 2, 2001. The

corrections contained herein redesignate
two paragraphs that were incorrectly
numbered and amend references to
those two paragraphs to reflect that
change.

EFFECTIVE DATE: May 2, 2003.

FOR FURTHER INFORMATION CONTACT:
Bonnie L. Gauch, Attorney, at (202)
942-0765, in the Division of Market
Regulation, Securities and Exchange
Commission, 450 5th Street, NW.,
Washington, DC 20549-1001.
SUPPLEMENTARY INFORMATION:

I. Background

Rules 17a—3 and 17a—4 ! under the
Securities Exchange Act of 1934 2 (the
“Exchange Act”) (hereinafter the “Books
and Records rules”), specify minimum
requirements with respect to the records
that broker-dealers must make, and how
long those records and other documents
relating to a broker-dealer’s business
must be kept. The Securities and
Exchange Commission (the
“Commission’’) amended the Books and
Records rules on October 26, 2001.3

I1. Need for Correction

As published, the amendments to the
Books and Records rules contain a rule
designation which was designated by
another final rule. In the final rules
regarding the applicability of CFTC and
SEC customer protection,
recordkeeping, reporting, and
bankruptcy rules and the Securities
Investor Protection Act of 1970 to
Accounts Holding Security Futures
Products, published on Friday,
September 13, 2002, new paragraph (f)
to rule 17a—3 was adopted and became
effective immediately upon publication.
The amendments to the Books and
Records rules erroneously also
designated a new paragraph (f) of rule
17a-3.4 This correction redesignates the
paragraph 17a-3(f) contained in the
amendments to the Books and Records
rules as paragraphs 17a—-3(g) and makes
other necessary changes throughout the
release text and final rules to facilitate
this change.

III. Correction of Publication

Accordingly, the final rule FR Doc.
01-27439 published on November 2,
2001 (66 FR 55818), is corrected as
follows:

1. On page 55838, column 1,
amenditory instruction 3.e., second line,
revise the reference “(f) and (g)” to read
“(g) and (h)"’;

117 CFR 240.17a-3 and 240.17a—4.

217 U.S.C. 78, et al.

3 Securities Exchange Act Release No. 44992, 66
FR 55818 (Nov. 2, 2001) (the “Adopting Release”).

467 FR 58284 (Sept. 13, 2002).

2. On page 55838, column 2,
paragraph (12)(i), fourth line, revise the
reference ‘‘paragraph (g)(4)” to read
“paragraph (h)(4)”;

3. On page 55839, column 3,
paragraphs (f) and (g) are redesignated
as paragraphs (g) and (h).

4. On page 55841, column 1,
paragraph (k), third line, revise the
reference “§ 240.17a-3(f)” to read
“§240.17a-3(g)"’;

5. On page 55841, column 1,
paragraph (1)(1), second line, revise the
reference ““§ 240.17a-3(g)(1)” to read
“§240.17a-3(h)(1)”;

6. On page 55841, column 1,
paragraph (1)(2), second line, revise the
reference ““§ 240.17a—3(g)(2)” to read
“§240.17a-3(h)(2)";

7. On page 55841, column 1,
paragraph (1)(3), third line, revise the
reference ““§ 240.17a-3(g)(3)” to read
“§240.17a-3(h)(3)”’; and

8. On page 55841, column 2,
paragraph (1)(4), beginning on line two,
revise the reference ““§ 240-17a-3(g)(4)”
to read “§ 240.17a-3(h)(4)”.

Dated: March 26, 2003.

Jill M. Peterson,

Assistant Secretary.

[FR Doc. 03-7614 Filed 3—-28-03; 8:45 am]
BILLING CODE 8010-01-P

SECURITIES AND EXCHANGE
COMMISSION

17 CFR Part 249

[Release No. 33-8183A; 34-47265A; 35—
27642A; IC-25915A; IA-2103A, FR-68, File
No. S7-49-02]

RIN 3235-Al73

Strengthening the Commission’s
Requirements Regarding Auditor
Independence

AGENCY: Securities and Exchange
Commission.

ACTION: Corrections to final regulations.

SUMMARY: We are making technical
corrections to rules adopted in Release
No. 33-8183 (January 28, 2003), which
were published in the Federal Register
on February 5, 2003 (68 FR 6005). The
rules relate to requirements regarding
auditor independence and enhanced
disclosure of fees paid to auditors. This
document corrects the numbering
scheme for items within Forms 10-K
and 10-KSB.

EFFECTIVE DATE: March 31, 2003.

FOR FURTHER INFORMATION CONTACT: Ray
Be, Special Counsel, Office of
Rulemaking, Division of Corporation
Finance, at (202) 942-2910, U.S.
Securities and Exchange Commission,
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450 Fifth Street, NW, Washington, DC
20549-0312.

SUPPLEMENTARY INFORMATION:

I. Background

On January 28, 2003, the Commission
adopted amendments to strengthen
requirements regarding auditor
independence and enhance disclosure
regarding fees paid to auditors.? These
rules were designed to implement
provisions of the Sarbanes-Oxley Act of
2002.2 The adopting release made
erroneous references to items within
Forms 10-K and 10-KSB. Accordingly,
the amendments correct the numbering
of items in these forms, but do not alter
the disclosure requirements described
in the original adopting release.

II. Need for Correction

As published, the final regulations
contain errors which are in need of
clarification.

II1. Correction of Publication

In FR Doc. 03-2364 published on
February 5, 2003 (68 FR 6005) make the
following corrections.

1. On page 6050, in the first column,
instruction 10 is corrected to read as
follows:

10. Amend Form 10-K (referenced in
§249.310) by:

a. Redesignating Item 15 of Part IV as
Item 16 of Part IV, and

b. Adding new Item 15 to Part III.

The addition reads as follows:

2. On page 6050, in the first, second
and third columns, “Item 16.” is
corrected to read “Item 15.” in each
place it appears.

Dated: March 26, 2003.

Jill M. Peterson,

Assistant Secretary.

[FR Doc. 03-7681 Filed 3—28-03; 8:45 am]
BILLING CODE 8010-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Chapter 1

Change of Address; Technical
Amendment

AGENCY: Food and Drug Administration,
HHS.

ACTION: Final rule; technical
amendment.

1 See Release No. 33—-8183 (Jan. 28, 2003) [68 FR
6006].
2Pub. L. 107-204, 116 Stat. 745 (2002).

SUMMARY: The Food and Drug
Administration (FDA) is amending its
regulations to reflect a change in the
address for the Center for Food Safety
and Applied Nutrition (CFSAN). This
action is editorial in nature and is
intended to improve the accuracy of the
agency’s regulations.

EFFECTIVE DATE: December 14, 2001.

FOR FURTHER INFORMATION CONTACT:
Joyce Strong, Office of Policy and
Planning (HF-27), Food and Drug
Administration, 5600 Fishers Lane,
Rockville, MD 20857, 301-827-7010.

SUPPLEMENTARY INFORMATION: In the
Federal Register of November 6, 2001
(66 FR 56034), FDA amended its
regulations to reflect that effective
December 14, 2001, CFSAN’s address
was to change to 5100 Paint Branch
Pkwy., College Park, MD 20740. The
document amended FDA'’s regulations
by removing ‘“200 C Street, SW.,
Washington, DC 20204” or ““200 C St.
SW., Washington, DC 20204”” wherever
they appeared and added in their place
CFSAN’s new address. However, after
publication of the November 6, 2001,
document, CFSAN’s outdated address
inadvertently remained in certain
regulations. This document amends
FDA'’s regulations to reflect CFSAN’s
change of address by removing the
entire outdated address and adding the
new address wherever it appears in 21
CFR parts 101, 165, 172,173, 177, 178,
and 184.

Publication of this document
constitutes final action on these changes
under the Administrative Procedure Act
(5 U.S.C. 553). Notice and public
procedure are unnecessary because FDA
is merely correcting nonsubstantive
€ITOTS.

» Therefore, under the Federal Food,
Drug, and Cosmetic Act and under
authority delegated to the Commissioner
of Food and Drugs, 21 CFR chapter I is
amended as follows:

= 1. Parts 101, 165,172,173,177,178,
and 184 are amended by removing ““200

C St. SW., Washington, DC”’ or “200 C St.

SW., Washington, DC 20204” or “200 C
St. SW., Washington, DC 20204-0001"
wherever they appear and by adding in
their place “5100 Paint Branch Pkwy.,
College Park, MD 20740.”

m 2. Parts 710 and 720 are amended by
removing ‘Department of Health and
Human Services, Washington, DC
20204” wherever it appears and by
adding in its place “5100 Paint Branch
Pkwy., College Park, MD 20740.”

Dated: March 25, 2003.
Jeffrey Shuren,
Assistant Commissioner for Policy.
[FR Doc. 03—-7600 Filed 3—28-03; 8:45 am]
BILLING CODE 4160-01-S

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Parts 211, 226, 510, and 514
[Docket No. 88N-0038]

RIN 0910-AC42

Records and Reports Concerning

Experience With Approved New Animal
Drugs

AGENCY: Food and Drug Administration,
HHS.

ACTION: Withdrawal of interim final rule
and issuance of final rule.

SUMMARY: The Food and Drug
Administration (FDA) is withdrawing
the interim final rule that it published
on February 4, 2002. The interim final
rule amended the regulations for records
and reports concerning experiences
with approved new animal drugs. FDA
invited interested parties to comment on
the interim final rule. As a result of
those comments, this final rule more
clearly defines the kinds of information
to be maintained and submitted by new
animal drug applicants for new animal
drug applications (NADAS) or
abbreviated new animal drug
applications (ANADAs). In addition, the
final rule revises the timing and content
of certain reports to enhance their
usefulness. This regulation will provide
for protection of public and animal
health and reduce unnecessary
recordkeeping and reporting
requirements.

DATES: This rule is effective June 30,
2003. The interim final rule published
on February 4, 2002 (67 FR 5046), is
withdrawn as of March 31, 2003.

FOR FURTHER INFORMATION CONTACT:
Glenn Peterson, Center for Veterinary
Medicine (HFV-212), Food and Drug
Administration, 7500 Standish PI.,
Rockville, MD 20855, 301-827—0224, or
gpeterso@cvm.fda.gov. Form FDA 1932
and Form FDA 2301 may be obtained by
calling the Food and Drug
Administration, Center for Veterinary
Medicine, Division of Surveillance at
301-827-6642.

SUPPLEMENTARY INFORMATION:

I. Background

In the Federal Register of December
17,1991 (56 FR 65581), FDA published
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a proposed rule (the proposed rule for
records and reports) to revise § 510.300
(21 CFR 510.300) and to redesignate it
as §514.80 (21 CFR 514.80). This
regulation implements section 512(1) of
the Federal Food, Drug, and Cosmetic
Act (the act) (21 U.S.C. 360b(1)) which
provides that, following approval of an
NADA or ANADA, applicants must
establish and maintain records and
make reports to the agency as prescribed
by regulation or order. We (FDA)
proposed the revision in order to more
clearly define the kinds of information
to be maintained and submitted by the
applicant and to revise the timing and
content of certain reports to enhance the
usefulness of the information.

After considering comments
submitted in response to the proposed
rule for records and reports, FDA
adopted the rule in modified form in an
interim final rule. The scope and
coverage of the interim final rule
differed in some respects from the
proposed rule for records and reports.
The proposed rule for records and
reports covered NADAs, ANADAs, and
medicated feed applications (MFAs). In
contrast, the interim final rule covered
only NADAs and ANADAs. The Animal
Drug Availability Act of 1996 (ADAA)
(21 U.S.C. 360b(a) and (m)) amended the
statutory provisions in the act regarding
medicated feeds and eliminated MFAs.
Therefore, the interim final rule did not
address MFAs. However, the interim
final rule retained reporting
requirements for adverse drug
experiences (ADEs) with feeds
incorporating approved Type A
medicated articles.

While the proposed rule for records
and reports proposed to remove 21 CFR
510.310, which addressed records and
reports for new animal drugs approved
before June 20, 1963, we issued a final
rule that revoked this provision in
response to the Administration’s
“Reinventing Government Initiative”
(61 FR 37680, July 19, 1996). The
proposed rule for records and reports
followed a style and format similar to
the human drug records and reports
regulations in part 314 (21 CFR part
314). The interim final rule maintained
a similar style and format, but removed
many of the proposed records and
reports requirements that are not
necessary to monitor animal drugs.

In response to initial concerns over
duplicate reporting, FDA had removed
proposed § 514.82 from the interim final
rule, which concerned records and
reports from manufacturers, packers,
labelers, and distributors other than the
applicant. However, the agency did
retain certain record and report
requirements for nonapplicants (defined

in new §514.3) (21 CFR 514.3)) and in
§514.80(b) of the interim final rule.
Under §514.80(b)(3), nonapplicants
must submit reports of adverse events to
applicants and, if they choose, also to
FDA. FDA requires such reports under
the authority of sections 501 and 701 of
the act (21 U.S.C. 351 and 371) and
section 512(1) of the act. Keeping track
of such reports helps the agency assure
that the new animal drug meets the
requirements of the act as to safety as
required by section 501. Additionally,
section 512(1) requires applicants to
report adverse events that the applicant
has “received or otherwise obtained.” In
this instance, FDA is requiring that the
applicant “receive” reports from other
parties that are listed on the label by
requiring that the nonapplicants give
the reports to the applicants. For
purposes of clarity, the agency also
made some changes to the text and
organization of the interim final rule.

On February 4, 2002, the interim final
rule on ADE records and reports was
published in the Federal Register with
an effective date of August 5, 2002 (67
FR 5046). In the Federal Register of July
31, 2002 (67 FR 49568), the effective
date of the interim final rule published
at 67 FR 5046 was delayed indefinitely.
We received and reviewed 33 comments
on the interim final rule from 4
commenters. In response to those
comments, the agency is withdrawing
the interim final rule published
February 4, 2002 (67 FR 5046) and
issuing this final rule.

I1. Comments on the Interim Final Rule

The agency received four sets of
comments on the interim final rule for
records and reports, three from industry
associations, and one from a
pharmaceutical company. A discussion
of the comments and our response
follows. In the interest of clarity, the
comments are addressed by relevant
section of the rule, with general
comments following.

A. Definition of Adverse Drug
Experience (§514.3)

(Comment 1) One comment suggested
that the definition of “Adverse Drug
Experience” be changed from ‘““Failure
of a new animal drug to produce its
expected pharmacological or clinical
effect (lack of effectiveness)” to
“Unusual failure of a new animal drug
to produce its expected pharmacological
or clinical effect (lack of effectiveness).”
The comment states that it is the
unusual failure to respond to therapy
that is of concern. The agency stated in
comment 7 of the preamble to the
interim final rule that failures to
respond to therapy were expected. The

comment responded ‘““that current
product labeling does not usually
address efficacy failures.” According to
the comment, a failure not listed on the
label would be considered unexpected
and thus must be a 15-day NADA/
ANADA alert report.

FDA agrees with the comment and
does not intend for all effectiveness
failures to be defined as ADEs. To this
end, FDA will clarify the definition by
changing the phrase “expected
pharmacological or clinical effect (lack
of effectiveness)” to “expected
pharmacological or clinical effect (lack
of expected effectiveness).” FDA also
will continue to work with applicants
and provide advice to applicants in
determining reportable events. For
example, consider a drug that is
expected to cure 80 percent of the
animals treated, but cures 90 percent.
While there is still a 10 percent failure
rate, the success rate is above the
expected rate of 80 percent; therefore,
this is not a reportable ADE. However,
if a drug is expected to cure 80 percent
of the animals treated, but cures only 40
percent, which is a 60 percent failure
rate and below the expected rate, a
reportable ADE has occurred. This
would be reported as a 15-day NADA/
ANADA alert report since it is an
unexpected ADE.

B. Definition of Applicant (§514.3)

(Comment 2) One comment suggested
that the definition of “Applicant” be
changed from “Applicant is a person
who owns a new animal drug
application or ANADA” to “Applicant
is a person who holds a new animal
drug application or an ANADA.” The
comment explained that the actual
owner of an application may be
different from the sponsor of the
application. It may be a parent company
with the U.S. company being the
sponsor. The comment agreed with the
agency’s statement in the preamble to
the interim final rule that the term
“applicant is limited to the holder of an
approved application (NADA or
ANADA) * * *.»

The agency will revise the definition
of “applicant” in § 514.3 as follows:

“Applicant is a person or entity who
owns or holds on behalf of the owner
the approval for an NADA or an
ANADA, and is responsible for
compliance with applicable provisions
of the act and regulations.”
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C. Definition of Increased Frequency of
Adverse Drug Experience and Summary
Report of Increased Frequency of
Adverse Drug Experience (§§ 514.3 and
514.80(b)(2)(iii))

(Comment 3) One comment requested
that FDA provide additional
clarification of this requirement or
delete the requirement of a summary
report. The comment acknowledged and
appreciated FDA’s willingness to make
changes in response to previous
comments. However, it stated that there
are doubts that this requirement can be
met “even with the adjustment for drug
exposure.” The comment stated that the
adjustment for drug exposure based on
distribution data would be unreliable
given that distribution data does not
“equate[d] with the amount actually
used (exposure) in any given time
period.” Also, the comment maintained
that this requirement of a summary
report is “troubling” because it is
required to be submitted within 15
working days.

In retrospect, FDA does concur with
the concern about requiring summary
reports within 15 working days. FDA
has modified § 514.80(b)(2)(iii) to
require that information be reported in
the 6-month and yearly periodic drug
experience reports under
§514.80(b)(4)(v). FDA also has made a
conforming change to § 514.80(a)(4) to
include §514.80(b)(4)(v).

The following is the change to former
§514.80(b)(2)(iii), now under
§514.80(b)(4)(v):

(v) Summary report of increased frequency
of adverse drug experience. The applicant
must periodically review the incidence of
reports of adverse drug experiences to
determine if there has been an increased
frequency of serious (expected and
unexpected) adverse drug events. The
applicant must evaluate the increased
frequency of serious (expected or
unexpected) adverse drug events at least as
often as reporting of periodic drug experience
reports. The applicant must report the
increased frequency of serious (expected and
unexpected) adverse drug events in the
periodic drug experience report. Summaries
of reports of increased frequency of adverse
drug events must be submitted in narrative
form. The summaries must state the time
period on which the increased frequency is
based, time period comparisons in
determining increased frequency, references
to any previously submitted Form FDA 1932,
the method of analysis, and the interpretation
of the results. The summaries must be
submitted in a separate section within the
periodic drug experience report.

The following is the change to
§514.80(a)(4):

““(4) The requirements of this section
also apply to any approved Type A
medicated article. In addition, the

requirements contained in
§514.80(b)(1), (b)(2), (b)(4)(iv), and
(b)(4)(v) apply to any approved Type A
medicated article incorporated in
animal feeds.”

D. Definition of Serious Adverse Drug
Experience (§514.3)

(Comment 4) One comment asked
FDA to change the definition of a
“Serious adverse drug experience” from
‘““an adverse event that is fatal or life
threatening, requires professional
intervention.” to “‘an adverse event that
is fatal or is a life-threatening event that
requires professional intervention.” The
comment stated that the listing of events
“adds confusion as to whether all or just
one of the conditions need to be present
for the event to meet the definition of
serious.” The comment questioned
whether “‘professional intervention” is
necessary for every listed condition in
the definition for the event to be
considered a serious ADE. Another
comment asked that “requires
professional intervention” be removed
from the list since some events
involving veterinary intervention are
not serious.

In order to clarify the issue, FDA has
added “or” between each term so that
it is clear that each event listed is
independent of any other event. Any
one of the events listed will be
considered a serious ADE. Both
comments suggest that the ADE be
considered serious only in the case
where the fatal or life-threatening event
requires professional intervention. FDA
believes that a fatal or life-threatening
event is serious regardless of whether
professional intervention is sought for
treatment. Thus, FDA will not change
the definition to require professional
intervention for each event. Events that
are life threatening or that require
professional intervention will be
considered serious ADEs. FDA believes
that any professional veterinary
intervention is serious enough in nature
to require reporting.

(Comment 5) One comment requested
clarification of the portion of the
definition that ‘‘requires professional
intervention” as to whether this means
that any reports from veterinarians to
the applicant are considered serious.

FDA addressed this issue in comment
10 of the preamble in the interim final
rule and added professional
intervention to clarify the definition of
seriousness for animal drugs. We
believe that the definition is
appropriate.

(Comment 6) One comment
questioned whether “infertility” is a
serious ADE. The comment stated that
infertility following administration is

rarely drug-related, and that many types
of infertility would not be serious.

We disagree with the comment.
Purebred producers (e.g., of cats, dogs,
or cattle) would not want to use a
product that may impair fertility unless
necessary. Therefore, FDA believes that
it is important to make label changes
regarding fertility as quickly as possible,
thus providing important labeling
information for the end user. FDA will
not remove “infertility” from the
definition.

(Comment 7) One comment stated
that the “unique aspects of evaluating
animals that are housed and managed as
a group” should be included in the
definition. The comment proposed that
FDA use the International Cooperation
on Harmonization of Technical
Requirements for Registration of
Veterinary Medicinal Products (VICH)
definition of serious ADE. The comment
used an example situation in which the
background frequency of death in
animals not treated is higher than
animals treated with the drug. FDA
addressed a similar issue in the
preamble of the interim final rule under
comment 7. The VICH guidance
documents are in early development,
and once completed it is the intention
of FDA to adopt and implement them in
a manner consistent with its existing
regulations. At this time, it is premature
to adopt VICH definitions.

(Comment 8) One comment stated
that a patient examination should not be
considered professional intervention if
there is no administration or dispensing
of medications. According to the
comment, this should not be the sole
means of classifying an event as serious.
The comment further stated that if there
is an examination and no treatment is
indicated by the veterinarian, then
“professional intervention in the
outcome of the case has not occurred.”

An examination with no medical or
surgical intervention/treatment or any
treatment is a reportable ADE. If
professional services of a veterinarian
are engaged then this is considered an
intervention incident. For example, if an
over-the-counter (OTC) or prescription
(Rx) drug product is given to the animal
prior to veterinary intervention and an
adverse drug reaction occurs, then the
veterinarian, upon examination, may
have important information concerning
the event. As explained in the preamble
of the interim final rule, FDA added the
words “professional intervention” to
clarify the definition of seriousness for
animal drugs. FDA believes that the
definition is appropriate.

The following is the change to the
definition for ‘‘serious adverse drug
experience” in §514.3:
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“Serious adverse drug experience is
an adverse event that is fatal, or life-
threatening, or requires professional
intervention, or causes an abortion, or
stillbirth, or infertility, or congenital
anomaly, or prolonged or permanent
disability, or disfigurement.”

E. Definition of Unexpected Adverse
Drug Experience (§ 514.3)

(Comment 9) One comment suggested
that FDA change the definition of
“Unexpected drug experience” from “an
adverse event that is not listed in the
current labeling for the new animal
drug.” to “an adverse event that is not
listed in the current labeling for the new
animal drug or reported in its Freedom
of Information Summary(ies).” The
comment highlighted the inclusion of
the NADA file in the current rule’s
definition of “unexpected drug
experience” and that those incidences
referenced in the NADA file may not be
captured on the label. Therefore, there
is concern that this change from the
current §510.300(b)(2)(i) will increase
the number of reports to the NADA file.
There is also a concern that this would
increase FDA’s workload for labeling
changes, especially for Type A
medicated articles and OTC products.
The comment maintained that it is
inappropriate for FDA to exclude the
NADA file, and include only the current
label, from the definition since the
freedom of information summary of the
NADA file is publicly available. The
comment further stated that it is
inappropriate since the applicant is the
primary source of the ADE and is
responsible for determining if the report
is unexpected.

We disagree with the comment.
Although the freedom of information
summary is a publicly available
document, it is neither a practical
substitute for a label, nor is it widely
distributed and available with the label.

(Comment 10) One comment posed a
scenario where an ADE is commonly
recognized and not on the current label.
It suggested that since the ADE is
commonly recognized, it should be
expected by FDA. The comment asked
for the agency’s expectation/position on
this scenario.

FDA requires that recognized ADEs be
on the label. It is the position of the
Center for Veterinary Medicine (CVM)
that any serious, unexpected ADE be
reported under § 514.80(b)(2).

F. Applicability of Records and Reports
Concerning Experience With Approved
New Animal Drugs (§ 514.80(a)(1))

(Comment 11) One comment objected
to the requirement of ““‘separate” filing
systems in the sentence “Each applicant

and nonapplicant must establish and
maintain indexed, separate, and * * *”
The comment stated that this is a new
requirement not present in the proposed
rule for records and reports and it is not
in § 514.300(a). Further, the comment
argued that it is the applicant’s decision
to determine whether files are stored
separately or as part of another filing
system. The comment requested an
explanation for this change, and
proposed that the word “separate” be
deleted.

It was not FDA’s intention to make
the determination as to whether files are
stored separately or as part of another
filing system. During FDA’s review of
comments on the proposed rule for
records and reports concerning
duplicate reporting, it was determined
that the proposed §514.82
(nonapplicant) information should be
combined with proposed §514.80
(applicant) information. The use of the
word ‘“‘separate” in this sentence was
FDA'’s attempt to combine the
information from proposed §514.82
with § 514.80. Unfortunately, the
combined verbiage has lead to this
unintended reading by the commenter.
Also, it was not FDA’s intention that
nonapplicants “establish and maintain
indexed, separate, and complete files
containing full records of all
information * * * of a new animal drug
* * *7 Tt is the intention of FDA that
nonapplicants “establish and maintain
indexed, separate, and * * *” of only
the information that they receive or
otherwise obtain. Therefore, FDA has
separated requirements for applicants
from requirements for nonapplicants in
order to clarify the meaning.

(Comment 12) One comment
proposed that the clause “* * * that
has not been previously submitted as
part of the NADA or ANADA” be
changed to “* * * that has not been
previously submitted as part of an
investigational new animal drug (INAD)
file, the NADA or ANADA.” The
comment expressed concern that the
studies/information submitted to the
INAD would be excluded from the
exemption of being “previously
submitted” until the sponsor
incorporated the information by
reference into the NADA/ANADA file.

FDA believes that changing the
regulation to include INADs is outside
the scope of this regulation. The scope
of records and reports is for experiences
with approved new animal drugs, not
investigational uses. The consequences
of adding INADs to this regulation
would be that applicants of INADs
would have to submit the information
and data under § 514.80. Therefore, FDA

will not change the regulation to
include INADs.

The following is the change to
(§514.80(a)(1)):

(a) Applicability. (1) Each applicant must
establish and maintain indexed and complete
files containing full records of all information
pertinent to safety or effectiveness of a new
animal drug that has not been previously
submitted as part of the NADA or ANADA.
Such records must include information from
domestic as well as foreign sources.

Each nonapplicant must establish and
maintain indexed and complete files
containing full records of all information
pertinent to safety or effectiveness of a new
animal drug that is received or otherwise
obtained by the nonapplicant. Such records
must include information from domestic as
well as foreign sources.

G. Three-Day NADA/ANADA Field
Alert Report (§ 514.80(b)(1))

(Comment 13) One comment asked
what district office should be notified
for 3-day NADA/ANADA field alert
reports for U.S.-approved products that
are manufactured outside of the United
States.

Applicants should contact their FDA
district office to determine the
procedure for reporting 3-day alerts.

H. Fifteen-Day NADA/ANADA Alert
Report (§ 514.80(b)(2))

(Comment 14) One comment opposed
the use of the terminology “‘regardless of
source of the information” in the
reporting requirement for 15-day
NADA/ANADA alert reports. The
comment stated that “regardless of
source” is overly broad. According to
the comment, an ADE found by an
employee of the company while
browsing a chat room on the Internet
would have to be reported to FDA. The
comment also expressed concern that
serious adverse events outside the
United States be reported to FDA within
15 days.

The phrase “regardless of source” was
added to emphasize that the agency
wanted all reports of ADEs. A legitimate
source is an identifiable reporter, an
identifiable product, and one or more
ADEs in animals or humans, regardless
of whether the source is the Internet. If
the event is a serious, unexpected
adverse drug event then it must be
reported in a 15-day NADA/ANADA
alert report. All domestic and foreign
ADEs for the U.S.-approved application
should be submitted under
§514.80(b)(2) or (b)(4)(iv).

(Comment 15) One comment
requested that FDA elaborate on the
requirement of submission of reports of
ADEs from foreign sources as it relates
to §514.80(a)(2). The comment stated
that this requirement is not consistent
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with § 510.300 and will increase the
number of reports.

The burden for reporting domestic
and foreign ADEs is the same under
§510.300. Foreign ADEs are required to
be reported under the current
regulations, although this requirement is
not stated as explicitly in the current
regulation as under § 514.80(a)(2). FDA
is adding the language concerning
foreign sources in order to make the rule
more clear.

(Comment 16) One comment
requested that applicants should not
have to report cases where the reporter
believes that an event is not drug related
and the reporter does not want the case
to be filed with FDA.

The ADE must be reported regardless
of whether or not the reporter considers
it to be drug related, if it meets the
definition of an ADE (see 21 CFR 514.3),
or whether a caller wishes it not to be
reported. FDA will provide assistance
on a case-by-case basis for specific
incidences that the applicant or other
reporter still believes should be
excluded.

L. Nonapplicant Report (§ 514.80(b)(3))

(Comment 17) One comment
recommended that in order to avoid
confusion and over-reporting, all ADE
reports should be submitted to CVM by
the applicant, and that the sentence “if
the nonapplicant elects to also report
directly to FDA, the nonapplicant
should submit the report on Form FDA
1932 within 15 working days of first
receiving the information” should be
deleted from the regulation. The
comment maintained that if the
nonapplicant reports to FDA in the 15-
day period and it is determined by the
applicant that it is not a serious,
unexpected event, FDA might come to
the conclusion that the applicant is
under-reporting.

FDA does not concur with this
recommendation. FDA believes that it is
important for the nonapplicant to have
a mechanism to report voluntarily. FDA
will evaluate any nonapplicant report it
receives to determine whether the report
is of a serious, unexpected ADE.

J. Periodic Drug Experience Report—
Distribution Data (§ 514.80(b)(4)(i))

(Comment 18) One comment
questioned the need to report
distribution data on the amounts of
product exported outside the United
States, and if the data are to be reported,
how they will be used. The comment
stated that since foreign ADEs are not
required to be reported, there is no
benefit for reporting amounts exported.

Foreign reports have to be submitted
under § 514.80. Foreign ADEs for the

U.S.-approved application must be
submitted under § 514.80(b)(2) or
(b)(4)@iv). These data will be used in a
similar manner as domestic distribution
data in determining if an increased
frequency of ADE exists.

K. Periodic Drug Experience Report—
Nonclinical Laboratory Studies and
Clinical Data Not Previously Reported
(§514.80(b)(4)(iii))

(Comment 19) One comment
maintained that studies conducted to
support a future claim should not be
reported in the periodic drug experience
report. The comment suggested that
because sponsors make submissions to
CVM'’s Office of New Animal Drug
Evaluation (ONADE) for its review, and
also report to CVM’s Office of
Surveillance and Compliance, the
confusion could be eliminated by
changing the title of this section from
“Nonclinical laboratory studies and
clinical data not previously reported” to
“Nonclinical laboratory studies and
clinical data not previously submitted.”

FDA believes that such a change is
not necessary. This requirement only
pertains to data not previously reported
to CVM, including submissions to
ONADE and reports to the Office of
Surveillance and Compliance.

L. Periodic Drug Experience Report—
Nonclinical Laboratory Studies and
Clinical Data Not Previously Reported—
Prepublication Manuscripts

(§514.80(b)(4)(iii)(C))

(Comment 20) One comment
questioned the value and need to submit
prepublication manuscripts and
strongly recommended deletion of this
requirement. The comment stated that
such manuscripts are no better than
draft reports and submission of these to
entities other than the publisher may be
prohibited by a journal in its
publication policy. Additionally, it
stated that the applicant could comply
with the requirements for submission of
a study within 1 year of its completion
only when the study is conducted by or
for the applicant.

FDA concurs with the
recommendation and has revised this
section of the regulation.

The following is the change to
§514.80(b)(4)(iii)(C):

(C) Descriptions of completed clinical
trials conducted by or for the applicant
must be submitted no later than 1 year
after completion of research. Supporting
information is not to be reported.

M. Periodic Drug Experience Report—
Adverse Drug Experiences

(§514.80(b)(4)(iv))

(Comment 21) One comment stated
that FDA limited the scope of a
manufacturing/product defect by
changing the definition in § 514.80(g) in
response to comment 12 of the interim
final rule. The comment stated, ‘“‘the
scope of what is considered to be a
manufacturing/product defect has now
been limited to that which is a problem
associated with public health or animal
safety or that is a significant, chemical,
physical, or other change or
deterioration in the drug product or
significant defective packaging or
labeling error.” According to the
comment, nonsignificant defects, which
involve the physical appearance but
have no impact on animal safety or
public health, do not need to be
reported since these defects are not
included in the definition of
manufacturing/product defects. The
comment provided a specific example of
a blister unit with a misaligned die-cut
of a blister, which does not affect the
integrity of the package seal or labeling
or an empty blister well.

Manufacturing/product defects are
defined in §514.3. If a problem with the
product does not fall under the
definition in § 514.3, then it is not
considered a manufacturing/product
defect. The example of a misaligned die-
cut of a blister unit may or may not be
considered a manufacturer/product
defect depending on whether it is or is
not a deviation of a distributed product
from the standard specified in the
approved application or any other
portion of the definition.
Manufacturing/product defects that may
result in a serious adverse drug event
must be submitted as a 3-day NADA/
ANADA field alert report. The
requirement of a serious adverse drug
event limits the number of 3-day
reports. Nonserious manufacturing/
product defects should be submitted in
the periodic drug experience report. The
manufacturing/product defects
definition given in § 514.3 does not
pertain to the good manufacturing
practice (GMP) regulations or other
regulations outside of § 514.80.

N. Periodic Drug Experience Report—
Adverse Drug Experiences Not
Previously Reported
(§514.80(b)(4)(iv)(A))

(Comment 22) One comment
suggested that product/manufacturing
defects, other than serious ones, should
not have to be reported. FDA stated in
the preamble of the interim final rule
that FDA would limit its scope to
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problems associated with public health
or animal safety. According to the
comment, the requirement of reporting
product/manufacturing defects, other
than serious ones, is not consistent with
FDA’s statement. The comment
requested that 21 CFR
514.80(b)(4)(iv)(A) refer only to ADEs.

FDA declines to make the proposed
change because eliminating the
provision as requested would leave a
significant gap in the safety and
effectiveness profile of a drug product.
The agency would no longer receive
information for product and
manufacturing defects that may result in
“nonserious” but significant unexpected
adverse drug events, i.e., events not
listed on the label of a particular drug
product. These could include new
symptoms and pathophysiologically-
related events such as increases in
enzymes or blood counts that appear not
to be serious by definition, but could
negatively impact the effect of the drug
product. Further, the applicant would
not have to report product and
manufacturing defects that may result in
a lack of expected effectiveness.

O. Periodic Drug Experience Report—
Adverse Drug Experiences in the
Literature (§ 514.80(b)(4)(iv)(B))

(Comment 23) One comment stated
that applicants routinely have not
submitted ADEs separate from the
literature. According to the comment,
applicants have limited ability to
investigate incidents such as studies
conducted by unrelated third parties.
The comment requested that this section
be deleted or reworded to clarify FDA’s
intent.

FDA is not requesting that each
individual ADE in the literature be
submitted on Form FDA 1932. The use
of Form FDA 1932 does not apply to
§514.80(b)(4)(iv)(B). As the rule states,
FDA is asking that “‘a bibliography of
pertinent references” of the literature
containing ADEs be submitted. A
bibliographic listing from Medline or
other database searches would be
acceptable.

P. Periodic Drug Experience Report—
Adverse Drug Experiences Occurring in
Postapproval Studies That Are Not
Previously Reported
(§514.80(b)(4)(iv)(C))

(Comment 24) One comment noted
that reporting ADEs from postapproval
studies is duplicate reporting given that
the study report is submitted to ONADE.
The comment contended that this
would be a considerable additional
workload, especially for the first 2 years
postapproval. Also, if this reporting
requirement is not changed, the

comment asked if FDA wanted these
reports on Form FDA 1932. FDA
disagrees that this would be additional
work. This requirement only pertains to
ADEs not previously reported to CVM.
Any study reports previously submitted
to ONADE do not have to be submitted
again. Applicants are not required to
submit these experiences on Form FDA
1932.

Q. Other Reporting—Advertisements
and Promotional Labeling
(§514.80(b)(5)(ii))

(Comment 25) One comment stated
that the regulation is not clear about the
submission requirements for OTC and
Rx promotional labeling. Further, the
comment requested that the
promotional labeling requirement be
applicable to Rx products only, in
accordance with current regulations.

FDA believes that the regulation is
clear about the submission requirement
for OTC and Rx labeling. FDA declines
to change the applicability to Rx
products only. This is not a new
proposal; it was included in the
proposed rule for records and reports.

R. Other Reporting—Distributor’s
Statement—Current Product Labeling
(§514.80(b)(5)(iii)(A)(1))

(Comment 26) One comment
suggested that, with regard to
distributor’s labeling, the qualifying
phrase should not be limited to
“manufactured for” or “distributed by.”
The comment argued that § 201.1(h)(5)
(21 CFR 201.1(h)(5)) provides the
appropriate alternatives, which should
also be permitted, and recommended
that the last sentence in this section be
changed.

The agency concurs with the
proposed revision and has revised this
section.

The following is the change to
§514.80(b)(5)(iii)(A)(1):

(1) The distributor’s labeling must be
identical to that in the approved NADA/
ANADA except for a different and
suitable proprietary name (if used) and
the name and address of the distributor.
The name and address of the distributor
must be preceded by an appropriate
qualifying phrase as permitted by the
regulations such as “manufactured for”
or “distributed by.”

S. Other Reporting—Distributor’s Signed
Statements (§ 514.80(b)(5)(iii)(B)(2) and
(b)(5)(iii)(B)(3))

(Comment 27) One comment noted
that the current regulation
§514.8(a)(6)(iii) (21 CFR 514.8(a)(6)(iii))
requires the distributor to state that he/
she will distribute the drug only under
its approved labeling and that any other

labeling or advertising will prescribe,
recommend, or suggest use only under
the approved labeling. According to the
comment, §514.80(b)(5)(iii)(B)(2) and
(b)(5)(ii1)(B)(3) of the interim final rule
omits the limitation on promotional
labeling. The comment suggested that
the language of 21 CFR 514.8(a)(6)(iii)
be changed so that paragraph
(b)(5)(ii1)(B)(3) would read as follows:
““(3) that the distributor will distribute
the product only for use under the
conditions stated in the approved
labeling, and any other labeling or
advertising will prescribe, recommend,
or suggest its use only under the
approved labeling.”

The agency believes that the
provisions of paragraph (b)(5)(iii)(B)(3)
of the proposed rules are similar to
those of § 514.8(a)(6)(iii), but have been
simplified and written in plain
language. However, to make the
meaning clear, the agency has revised
the section by replacing the word
“advertise” with “promote.”

The following is the change to
§514.80(b)(5)(iii)(B)(3):

“(3) That the distributor will promote
the product only for use under the
conditions stated in the approved
labeling;”

T. Multiple Applications—Information
Specific to a Particular NADA/ANADA
(§514.80(c)(4))

(Comment 28) One comment stated
that the requirements under “Multiple
Applications” do not appear to
decrease, but may increase the burden
on the applicant. In particular, the
comment questioned the requirement
under § 514.80(c)(4) and requested
clarification. The comment also
expressed concern with the increased
reporting burden due to the increasing
number of approved combinations of
drugs for use in feeds since the
implementation of the ADAA. Further
complicating the reporting issue is that
frequently there are nonapplicants
involved in the marketing of these
combinations. The comment stated that,
with the exception of “promotional
literature,” there is rarely any other
information to be reported. The
comment suggested that the
‘““promotional literature” be submitted to
the application held by either party—
i.e., the nonapplicants or applicant—
and not the application approved for the
use of the combination of drugs.

The provision of the regulation in
question is currently codified under
§510.300(b)(4)(ii). The current
regulation and the proposal in the
interim final rule are similar. There is
no increase of the reporting burden. It
is not the intention of FDA for the
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implementation of § 514.80(c) to be
different from the current requirement
under § 510.300(b)(4)(ii). Only
information specific to a particular
NADA/ANADA that is not common to
all the applications must be included in
the report for that particular NADA/
ANADA, for example, labeling. With
regard to the comment that there is an
increased reporting burden due to the
ADAA, increased reporting is due to the
increased number of approved
applications, and not due to different
requirements. FDA consequently
believes that this is a reasonable
reporting requirement.

U. Records to Be Maintained and Access
to Records and Reports (§ 514.80(e) and
()

(Comment 29) One comment asked
where the primary repository for foreign
report records (United States versus the
foreign country) would reside.

Sponsors should keep records
wherever it is their customary business
practice to keep them as long as the
records are available to FDA for
inspection.

V. General Comments on the Regulation

(Comment 30) One comment
requested that CVM adopt procedures
for waiving the reporting of ADEs for
NADAs/ANADAs. The comment
suggested adopting procedures similar
to FDA’s Center for Drug Evaluation and
Research’s March 2001 draft publication
entitled “Guidance for Industry on
Postmarketing Safety Reporting for
Human Drug and Biological Products
Including Vaccines.” This guidance
states that applicants under certain
conditions may request waivers from
submission of full ADE reports that are
both nonserious and labeled.

We disagree with the comment. The
procedures in the draft guidance cited
by the commenter only waive reporting
such adverse experiences on FDA Form
3500A. The applicant still must collect
and report these adverse experiences by
providing a summary tabulation by
body system and a narrative discussion
about all adverse experiences in the
periodic report. FDA also may request
that the applicant submit these reports
on the human form (FDA Form 3500A)
within 5 calendar days after receipt of
the agency’s request. The final records
and reports rule does not include such
a summary tabulation or narrative
discussion requirement. We believe that
adding such a requirement would
impose a greater burden on the
regulated industry than the requirement
of reporting such adverse events on
Form FDA 1932 in periodic reports.
Further, we believe it is crucial that all

adverse drug experience information be
submitted in a consistent manner and
format to facilitate the agency’s analysis
of the information. For these reasons,
we have not adopted the change
proposed by this comment.

(Comment 31) One comment asked if
ADEs and product defects for
unapproved products, which meet the
requirements of 21 CFR part 801(e)(1) of
the act, should be reported.

No, this regulation only pertains to
approved new animal drugs.

(Comment 32) One comment asked if
a validated electronic signature in
compliance with part 11 (21 CFR part
11) would suffice for an authorized
signature on Form FDA 1932.

Yes, an electronic signature that is
compliant with part 11 will be
acceptable.

(Comment 33) One comment
apparently has misinterpreted the table
that outlines the purpose of each
paragraph. In particular, the comment
indicated belief that the purpose given
for §514.80(b)(1) also pertained to the
next line § 514.80(b)(2).

FDA believes that the commenter has
simply misinterpreted the table. Section
514.80(b)(1) and (b)(2) are separate line
items in the table. The confusion
appears to be because the purpose
column for §514.80(b)(2) is blank
because the subsequent three titles are
subsections of § 514.80(b)(2), i.e.,
§514.80(b)(2)(i) through (b)(2)(iii). Thus,
a blank in the purpose column does not
mean the preceding description applies.
For clarity’s sake, however, FDA has
added the phrase ““See paragraphs
below” in place of the blank spaces.

ITII. Summary of the Final Rule

FDA is withdrawing the interim final
rule on its requirements for records and
reports concerning experiences with
approved new animal drugs (67 FR
5046) and is issuing this final rule. This
final rule represents a modification of
the withdrawn interim final rules. The
modifications in the final rule include:
Revising the definitions of “‘applicant”
and “serious adverse drug experience;”
modifying the reporting requirement for
summary reports of increased frequency
of ADEs; clarifying what safety and
efficacy records a nonapplicant versus
an applicant must maintain; eliminating
the requirement of submission of
prepublication manuscripts relating to
completed clinical trials; changing
distributor’s labeling so that the
qualifying phrase that must precede the
name and address of the distributor is
as permitted by § 201.1; and revising the
section of the rule pertaining to
distributor’s signed statements to state
that the distributor will promote the

product only for use under the
conditions stated in the approved
labeling.

IV. Conforming Changes

With the amendment of the animal
drug regulations, certain revisions to
parts 226, 510, and 514 (21 CFR parts
226, 510, and 514) and 21 CFR part 211
are required to conform to the
designations in the amendments.
Certain other provisions of part 510 and
§514.8 are superseded by these
regulations and are removed.

V. Environmental Impact

FDA has determined under 21 CFR
25.30(h) that this action is of a type that
does not individually or cumulatively
have a significant effect on the human
environment. Therefore, neither an
environmental assessment nor an
environmental impact statement is
required.

VI. Federalism

FDA has analyzed this final rule in
accordance with the principles set forth
in Executive Order 13132. FDA has
determined that the rule does not
contain policies that have substantial
direct effects on the States, on the
relationship between the National
Government and the States, or on the
distribution of power and
responsibilities among the various
levels of government. Accordingly, the
agency has concluded that the rule does
not contain policies that have
federalism implications as defined in
the order and, consequently, a
federalism summary impact statement is
not required.

VII. Analysis of Impacts

FDA has examined the impacts of the
final rule under Executive Order 12866,
the Regulatory Flexibility Act (5 U.S.C.
601-612) and the Unfunded Mandates
Reform Act (Public Law 104—4). The
Office of Management and Budget
(OMB) has determined that this final
rule is a significant regulatory action
subject to review under Executive Order
12866. FDA also certifies in accordance
with the Regulatory Flexibility Act that
this rule will not have a significant
economic impact on a substantial
number of small entities, and therefore,
a regulatory flexibility analysis is not
required. Further, the Unfunded
Mandates Reform Act does not require
FDA to prepare a statement of costs and
benefits for the final rule because it is
not expected to result in any 1-year
expenditure that would exceed $100
million adjusted for inflation. The
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current inflation-adjusted statutory
threshold is about $110 million.

The regulation is intended to clarify
and simplify recordkeeping
requirements while improving the
protection of public and animal health.
The revisions in the reporting
requirements are expected to provide
savings through lower recordkeeping
costs in some areas while imposing
small cost increases due to requirements
for recordkeeping of more useful
information.

In the rule, the term “applicant” is
limited to the holder of an approved
application (NADA or ANADA) and
does not include every firm whose name
appears on product labeling, as the
regulations previously provided. A
nonapplicant is required to send copies
of necessary information to the
applicant who would then combine all
information received, whether from one
or several sources, and submit a single
report to FDA. This change would
reduce paperwork requirements because
firms would be required to submit fewer
reports. Also, those reports should
provide for a more comprehensive
reporting of all required information.

The current requirement for ADE
reports to be submitted by distributors
is retained under the final rule in
§514.80(b)(3) in nonapplicant reporting.
The requirement for any firm involved
in the manufacturing, processing,
packing, labeling, or distributing of a
new animal drug product other than the
applicant (the nonapplicant) to report
adverse experiences either to FDA or to
the applicant is a restatement of the
previous provisions of § 510.300(f) that
applies to a small number of firms that
would not routinely be expected to
receive such information. The
restatement is intended to clearly state
that any such information received is
required to be reported to FDA, either
directly or through the applicant.
However, only one party would be
required to file the report.

The revised regulations amend the
language of the regulations to clarify
current practices. The conformity of
reporting requirements for animal drugs
and human drugs may simplify the
process for firms that manufacture both
kinds of products. No added costs are
expected for those firms that only
manufacture new animal drug products.
In the past, FDA has required that
records and reports be retained for an
indefinite period. The proposed rule
provided for a retention period of 10
years. In response to industry
comments, FDA changed this
requirement in the interim final rule to
5 years for all information. This would
provide an additional opportunity for

savings compared to the proposed rule.
No additional comments were received
on this issue, and the 5-year retention
period has been retained in the final
rule. Since the current average length of
time which records are kept is
unknown, it is possible that there will
be a small net cost due to this provision,
even though the reporting requirements
are clarified for easier compliance and
administration.

The previously existing regulation
required reports concerning newly
approved NADAs and ANADAs every 6
months for the first year and annually
thereafter. The proposed rule for records
and reports would have required
submission of such reports at quarterly
intervals for 3 years following approval.
FDA agrees with comments from
industry that the proposed rule’s
requirement of reports at quarterly
intervals for 3 years following approval
was unnecessary, and the agency
decreased the reporting requirements in
the interim final rule. No additional
comments were received on this issue.
The final rule requires reports of ADEs
to be submitted every 6 months for 2
years and annually thereafter.

The net change from the previous
regulation requires one additional report
in the second year. FDA estimates that
it approves 30 NADAs annually. FDA
estimates that 13.6 hours are required to
establish and maintain the drug
experience data, as well as write the
report. Total hours required for this
provision are estimated at 408. Ata
middle manager’s estimated total wage
rate of about $35 per hour, this
provision would cost $14,280 annually.
Moreover, applicants may petition for
lengthier report intervals. FDA will
provide for reporting at intervals longer
than 1 year when justified based on
current experience or manufacturing
and marketing status. The expected
number of petitions for reporting at
intervals greater than 1 year is difficult
to estimate because it depends on the
extent to which each individual
company wishes to qualify for this
provision. The net result of these two
provisions may be either a very small
cost or savings to each firm.

The interim final rule would have
required applicants to periodically
review the incidence of ADEs and report
any significant increase in the frequency
to FDA as soon as possible or within 15
working days of determining a
significant increase in frequency exists.
In response to comments, the final rule
provides more flexibility to industry by
allowing these reports to be submitted
in the periodic drug experience reports
rather than within the 15-day period.
FDA expects to receive very few of these

reports each year and estimates that the
annual number will be between 1 and
20. These reports would not be expected
to take more than 1 to 2 hours of a
manager’s time, and the high-end
estimated cost to industry would be
$1,400 annually. Periodic review of
ADE reports, although on a less formal
basis, is currently understood to be
normal business practice.

The net costs and benefits of this final
rule, though indeterminate, are expected
to be modest. FDA concludes that the
impacts of the final rule do not qualify
it as an economically significant rule as
defined under Executive Order 12866.

The Regulatory Flexibility Act, as
amended (5 U.S.C. 601-612), allows for
a waiver of the regulatory flexibility
analysis if an agency certifies there will
not be a significant impact on a
substantial number of small entities as
a result of a rule, as well as provides the
factual basis for such a certification. The
Small Business Administration
definition of a small business in this
industry category is limited to those
firms with less than 750 employees. It
is expected that a substantial number of
the firms that will be subject to the new
recordkeeping and reporting
requirements will meet the definition of
small businesses. FDA estimates that
from 1 to 13 of the approximately 30
NADA and ANADA approvals in 1999
may have been from small businesses.
Using the upper end of this range, about
42 percent of the firms receiving
approval annually would be subject to
the new recordkeeping and reporting
requirements. This regulation is not
expected to have a significant economic
impact on these firms because the final
rule is intended to simplify and clarify
current recordkeeping and reporting
requirements. The net costs and benefits
on each small firm are expected to be
modest. Accordingly, FDA certifies in
accordance with the Regulatory
Flexibility Act (5 U.S.C. 601-612) that
this rule will not have a significant
economic impact on a substantial
number of small entities. A regulatory
flexibility analysis, therefore, is not
required.

VIII. Paperwork Reduction Act of 1995

This final rule contains information
collection provisions that are subject to
review by the Office of Management and
Budget (OMB) under the Paperwork
Reduction Act of 1995 (the PRA) (44
U.S.C. 3501-3520). A description of
these provisions is given below.
Included is the time for reviewing
instructions, searching existing data
sources, gathering and maintaining the
data needed, and completing and
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reviewing each collection of
information.

Title: Records and Reports Concerning
Experience With Approved New Animal
Drugs.

Description: This final rule amends
the provisions of the animal drug
regulations concerning requirements for
recordkeeping and reports concerning
experience with approved new animal
drugs. The information contained in the
reports required by this rule enables
FDA to monitor the use of new animal
drugs after approval and to ensure their
continued safety and efficacy. The
reporting requirements include: A
report that provides information on
product and manufacturing defects that
may result in serious adverse drug
events within 3 days of becoming aware
the defect exists (new §514.80(b)(1)); a
report that provides information on
serious and unexpected adverse drug
events and a followup report on such
events (new § 514.80(b)(2)); a summary
report of increased frequency of ADEs
(new §514.80(b)(4)(v)); a report from
nonapplicants, such as distributors, to
applicants providing information on
ADEs (new §514.80(b)(3)); a periodic
report with information on distribution,
labeling, manufacturing or controls
changes, new laboratory studies, and all
adverse events in the reporting period
(new §514.80(b)(4)); and other reports
that include special drug experience
reports; reports for advertising and
promotional labeling, and reports for
distributor statements (new
§514.80(b)(5)). These reports must be
kept for 5 years (new §514.80(e)).

The final rule strengthens the current
reporting system by requiring periodic

reports every 6 months for the first 2
years following initial approval of an
application rather than just for the first
year following initial approval. The
increased burden on applicants amounts
to one additional periodic report. While
greater than the reporting burden in the
previous rule, this burden is less than
that of the proposed rule which would
have required quarterly periodic reports
for 3 years following initial approval.

All periodic reports must be
submitted with Form FDA 2301,
“Transmittal of Periodic Reports and
Promotional Materials for New Animal
Drugs” (OMB control number 0910—
0012). ADE reports must be submitted
on Form FDA 1932, “Veterinary
Adverse Drug Reaction, Lack of
Effectiveness, Product Defect Report”
(OMB control number 0910-0012).

In the Federal Register of February 4,
2002, FDA invited comments on the
interim final rule and the information
collection requirements. Only one
comment received pertained to
information collection. That comment
stated that the requirements under
“Multiple Applications” do not appear
to decrease but may increase the burden
on the applicant. In particular, the
comment questioned the requirement
under § 514.80(c)(4) and requested
clarification. The comment also voiced
concern about an increased reporting
burden due to the increasing number of
approved applications for combinations
of drugs for use in feeds since the
implementation of the ADAA. Further
complicating the reporting issue is that
frequently there are nonapplicants
involved in the marketing of these
combinations. The comment stated that

with the exception of ““promotion
literature,” there is rarely any other
information to be reported, suggesting
that the “promotion literature” be
submitted to the application held by
either party, i.e., the nonapplicants or
applicant, and not the application
approved for the use of the combination
of drugs.

In response, FDA notes that the
provision of the regulation in question
is currently codified under
§510.300(b)(4)(ii). The current
regulation and the proposal in the
interim final rule are similar. There is
no increase of the reporting burden. It
is not the intention of FDA for the
implementation of §514.80(c) to be
different than the current requirement
under § 510.300(b)(4)(ii). Only
information specific to a particular
NADA/ANADA that is not common to
all the applications must be included in
the report for that particular NADA/
ANADA, for example, labeling. With
regard to the comment that there is an
increased reporting burden due to the
ADAA, increased reporting is due to the
increased number of approved
applications, and not due to different
requirements. FDA consequently
believes that this is a reasonable
reporting requirement.

Description of Respondents:
Applicant respondents are sponsors of
approved NADAs and ANADAs.
Nonapplicant respondents are those,
other than the applicant, involved in
manufacturing, processing, packing,
labeling, or distributing new animal
drugs.

RECORDS AND REPORTS CONCERNING EXPERIENCE WITH APPROVED NEW ANIMAL DRUGS
TABLE 1.—ESTIMATED ANNUAL REPORTING BURDEN?

Annual
) . No. of Total Annual Hours per
21 CFR Section/Title/FDA Form No. Respondents Fr(;quency per Responses Response Total Hours
esponse
514.80(b)(2)(i)/Original 15-Day Alert Report/Form FDA
1932 190 55.26 12,283 1 12,283
514.80(b)(1)/3-Day Field Alert Report/ Form FDA 1932 190 0.32 95 1 95
514.80(b)(2)(ii)/Followup 15-Day Alert Report/Form FDA
1932 190 17.90 6,007 1 6,007
514.80(b)(3)/Nonapplicant Report/ Form FDA 1932 340 2.94 1,000 1 1,000
514.80(b)(4)/Periodic Drug Experience Report/Form FDA
2301, and 514.80(c) Multiple Applications? 190 7.11 1,226 11 13,486
514.80(b)(4)(v)/Summary Report of Increased Frequency
of Adverse Drug Experience 190 1.58 300 2 600
514.80(b)(5)(i)/Special Drug Experience Report/ Form
FDA 2301 190 0.13 25 2 50
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RECORDS AND REPORTS CONCERNING EXPERIENCE WITH APPROVED NEW ANIMAL DRUGS—Continued
TABLE 1.—ESTIMATED ANNUAL REPORTING BURDEN?

Annual
) . No. of Total Annual Hours per
21 CFR Section/Title/FDA Form No. Respondents Fr%quency per Responses Response Total Hours
esponse
514.80(b)(5)(ii)/Advertising and Promotional Materials
Report/ Form FDA 2301 190 211 772 2 1,544
514.80(b)(5)(iii)/Distributor's Statement Report/ Form FDA
2301 530 0.14 56 2 112
Total 35,177
1There are no capital costs or operating and maintenance costs associated with this collection of information.
2The reporting burden for §514.80(b)(4)(iv)(A) is included in the reporting burden for § 514.80(b)(2)(i).
TABLE 2.—ESTIMATED ANNUAL RECORDKEEPING BURDEN?
: Annual Frequency of Total Annual
21 CFR Section No. of Respondents Response Responses Hours per Response Total Hours
514.80(e)? 530 28.22 19,385 0.5 9,693
514.80(e)3 530 4.06 2,379 10.35 24,623
Total 34,316

1Burden estimates were separated between Form FDA 1932 and Form FDA 2301 to reflect the difference in estimates for “Hours per Re-

spondent” required.

2 Recordkeeping estimates for 8 514.80(b)(1), (b)(2)(i), (b)(2)(ii), and (b)(3); Form FDA 1932.
3 Recordkeeping estimates for § 514.80(b)(2)(ii1), (b)(4), (b)(5), and (c); Form FDA 2301.

Forms FDA 1932 and FDA 2301 for
this collection of information are
currently approved under OMB control
number 0910-0012 and will not change
due to implementation of this
regulation. The reporting and
recordkeeping burden estimates in this
document are based on the submission
of reports to the Division of
Surveillance, CVM. The total annual
response numbers are based on the 2000
fiscal year submission of reports to the
Division of Surveillance, CVM. The
numbers in tables 1 and 2 of this
document are total burden associated
with this regulation. Section
514.80(b)(3) and (b)(4)(v) are new
information collection requirements
over the current requirements.

The information collection provisions
of this final rule have been submitted to
OMB for review. FDA will publish a
notice in the Federal Register
announcing OMB’s decision to approve,
modify, or disapprove the information
collection provisions in this final rule.
An agency may not conduct or sponsor,
and a person is not required to respond
to, a collection of information unless it
displays a currently valid OMB control
number.

List of Subjects
21 CFR Part 211

Drugs, Labeling, Laboratories,
Packaging and containers, Prescription

drugs, Reporting and recordkeeping
requirements, Warehouses.

21 CFR Part 226

Animal drugs, Animal feeds,
Labeling, Packaging and containers,
Reporting and recordkeeping
requirements.

21 CFR Part 510

Administrative practice and
procedure, Animal drugs, Labeling,
Reporting and recordkeeping
requirements.

21 CFR Part 514

Administrative practice and
procedure, Animal drugs, Confidential
business information, Reporting and
recordkeeping requirements.

m Therefore, under the Federal Food,
Drug, and Cosmetic Act and under
authority delegated to the Commissioner
of Food and Drugs, 21 CFR parts 211,
226, 510, and 514 are amended as fol-
lows:

PART 211—CURRENT GOOD
MANUFACTURING PRACTICE FOR
FINISHED PHARMACEUTICALS

» 1. The authority citation for 21 CFR
part 211 continues to read as follows:

Authority: 21 U.S.C. 321, 351, 352, 360b,
371, 374.

§211.198 [Amended]

m 2. Section 211.198 Complaint files is
amended in paragraph (a) in the last sen-

tence by removing “in accordance with
§ 310.305 of this chapter” and adding in
its place “in accordance with §§310.305
and 514.80 of this chapter.”

PART 226—CURRENT GOOD
MANUFACTURING PRACTICE FOR
TYPE A MEDICATED ARTICLES

= 3. The authority citation for 21 CFR
part 226 continues to read as follows:
Authority: 21 U.S.C. 351, 352, 360b, 371,
374.
= 4. Section 226.1 is amended by
redesignating the existing text as para-
graph (a) and by adding paragraph (b) to
read as follows:

§226.1 Current good manufacturing
practice.
* * * * *

(b) In addition to maintaining records
and reports required in this part, Type
A medicated articles requiring approved
NADAs are subject to the requirements
of §514.80 of this chapter.

PART 510—NEW ANIMAL DRUGS

» 5. The authority citation for 21 CFR
part 510 continues to read as follows:

Authority: 21 U.S.C. 321, 331, 351, 352,
353, 360b, 371, 379e.

§510.300 [Removed]

= 6. Section 510.300 Records and reports
concerning experience with new animal
drugs for which an approved application
is in effect is removed.
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§510.302 [Removed]

= 7. Section 510.302 Reporting forms is
removed.

PART 514—NEW ANIMAL DRUG
APPLICATIONS

= 8. The authority citation for 21 CFR
part 514 is revised to read as follows:

Authority: 21 U.S.C. 321, 331, 351, 352,
353, 360b, 371, 379e, 381.
= 9. Section 514.3 is added to read as fol-
lows:

§514.3 Definitions.

The definition and interpretation of
terms contained in this section apply to
those terms as used throughout
subchapter E.

Adverse drug experience is any
adverse event associated with the use of
a new animal drug, whether or not
considered to be drug related, and
whether or not the new animal drug was
used in accordance with the approved
labeling (i.e., used according to label
directions or used in an extralabel
manner, including but not limited to
different route of administration,
different species, different indications,
or other than labeled dosage). Adverse
drug experience includes, but is not
limited to:

(1) An adverse event occurring in
animals in the course of the use of an
animal drug product by a veterinarian or
by a livestock producer or other animal
owner or caretaker.

(2) Failure of a new animal drug to
produce its expected pharmacological or
clinical effect (lack of expected
effectiveness).

(3) An adverse event occurring in
humans from exposure during
manufacture, testing, handling, or use of
anew animal drug.

ANADA is an abbreviated new animal
drug application including all
amendments and supplements.

Applicant is a person or entity who
owns or holds on behalf of the owner
the approval for an NADA or an
ANADA, and is responsible for

compliance with applicable provisions
of the act and regulations.

Increased frequency of adverse drug
experience is an increased rate of
occurrence of a particular serious
adverse drug event, expected or
unexpected, after appropriate
adjustment for drug exposure.

NADA is a new animal drug
application including all amendments
and supplements.

Nonapplicant is any person other
than the applicant whose name appears
on the label and who is engaged in
manufacturing, packing, distribution, or
labeling of the product.

Product defect/manufacturing defect
is the deviation of a distributed product
from the standards specified in the
approved application, or any significant
chemical, physical, or other change, or
deterioration in the distributed drug
product, including any microbial or
chemical contamination. A
manufacturing defect is a product defect
caused or aggravated by a
manufacturing or related process. A
manufacturing defect may occur from a
single event or from deficiencies
inherent to the manufacturing process.
These defects are generally associated
with product contamination, product
deterioration, manufacturing error,
defective packaging, damage from
disaster, or labeling error. For example,
a labeling error may include any
incident that causes a distributed
product to be mistaken for, or its
labeling applied to, another product.

Serious adverse drug experience is an
adverse event that is fatal, or life-
threatening, or requires professional
intervention, or causes an abortion, or
stillbirth, or infertility, or congenital
anomaly, or prolonged or permanent
disability, or disfigurement.

Unexpected adverse drug experience
is an adverse event that is not listed in
the current labeling for the new animal
drug and includes any event that may be
symptomatically and
pathophysiologically related to an event
listed on the labeling, but differs from

the event because of greater severity or
specificity. For example, under this
definition hepatic necrosis would be
unexpected if the labeling referred only
to elevated hepatic enzymes or
hepatitis.

§514.8 [Amended]

= 10. Section 514.8 Supplemental new
animal drug applications is amended in
paragraph (a)(1) by removing
““§510.300(a) of this chapter” and by
adding in its place “§514.80”; in para-
graph (a)(5) by removing “§ 510.300(b)(4)
of this chapter” and by adding in its
place “§514.80(b)(4)”’; in paragraph
(a)(5)(ix) by removing “§ 510.300(b)(1) of
this chapter” and by adding in its place
““§514.80(b)(1)”’; and by revising para-
graph (a)(6) to read as follows:

(a) L

(6) Approval of a supplemental new
animal drug application will not be
required to provide for an additional
distributor to distribute a drug which is
the subject of an approved new animal
drug application if the conditions
described in § 514.80(b)(5)(iii) are met

before putting such a change into effect.
* * * * *

§514.11 [Amended]

= 11. Section 514.11 Confidentiality of
data and information in a new animal
drug application file is amended in para-
graph (a) by removing “510.300” and
adding in its place “514.80".

§514.15 [Amended]

m 12, Section 514.15 Untrue statements
in applications is amended in paragraph
(b) by removing “§510.300”” and adding
in its place “§514.80".

= 13. Section 514.80 is added to subpart
B to read as follows:

§514.80 Records and reports concerning
experience with approved new animal
drugs.

The following table outlines the
purpose for each paragraph of this
section:

Purpose

21 CFR Paragraph and Title

What information must be reported concerning approved NADAs or ANADAs?

514.80(a) Applicability.

What authority does FDA have for requesting records and reports?
Who is required to establish, maintain, and report required information relating to experiences

with a new animal drug?
Is information from foreign sources required?

514.80(a)(1).

What records must be established and maintained and what reports filed with FDA?

514.80(a)(2).

What is FDA's purpose for requiring reports?

514.80(a)(3).

Do applicants of Type A medicated articles have to establish, maintain, and report information

required under §514.807?

514.80(a)(4).
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Purpose

21 CFR Paragraph and Title

How do the requirements under § 514.80 relate to current good manufacturing practices?

514.80(a)(5).

514.80(b) Reporting requirements.

What are the requirements for reporting product/manufacturing defects?

514.80(b)(1) Three-day NADA/ANADA field
alert report.

514.80(b)(2) Fifteen-day NADA/ANADA alert
report.

What are the requirements for reporting serious and unexpected adverse drug experiences?

514.80(b)(2)(i) Initial report.

What are the requirements for followup reporting of serious and unexpected adverse drug ex-
periences?

514.80(b)(2)(ii) Followup report.

What are the requirements for nonapplicants for reporting adverse drug experiences?

514.80(b)(3) Nonapplicant report.

What are the general requirements for submission of periodic drug experience reports, e.g.,
forms to be submitted, submission date and frequency, when is it to be submitted, how
many copies?

How do | petition to change the date of submission or frequency of submissions?

514.80(b)(4) Periodic drug experience report.

What must be submitted in the periodic drug experience reports?

514.80(b)(4)(i) through (b)(4)(iv).

What distribution data must be submitted?
How should the distribution data be submitted?

514.80(b)(4)(i) Distribution data.

What labeling materials should be submitted?
How do | report changes to the labeling materials since the last report?

514.80(b)(4)(ii) Labeling.

514.80(b)(4)(iii) Nonclinical laboratory studies
and clinical data not previously reported.

What are the requirements for submission of nonclinical laboratory studies?

514.80(b)(4)(iii)(A).

What are the requirements for submission of clinical laboratory data?

514.80(b)(4)(iii)(B).

When must results of clinical trials conducted by or for the applicant be reported?

514.80(b)(4)(ii)(C).

514.80(b)(4)(iv) Adverse drug experiences.

How do | report product/manufacturing defects and adverse drug experiences not previously
reported to FDA?

514.80(b)(4)(iv)(A).

What are the requirements for submitting adverse drug experiences cited in literature?

514.80(b)(4)(iv)(B).

What are the requirements for submitting adverse drug experiences in postapproval studies
and clinical trials?

514.80(b)(4)(iv)(C).

What are the requirements for reporting increases in the frequency of serious, expected, and
unexpected adverse drug experiences?

514.80(b)(4)(v) Summary report of increased
frequency of adverse drug experience.

514.80(b)(5) Other reporting.

Can FDA request that an applicant submit information at different times than stated specifically
in this regulation?

514.80(b)(5)(i) Special drug experience report.

What are the requirements for submission of advertisement and promotional labeling to FDA?

514.80(b)(5)(ii) Advertisements and promotional
labeling.

What are the requirements for adding a new distributor to the approved application?

514.80(b)(5)(iii) Distributor’s statement.

What labels and how many labels need to be submitted for review?

514.80(b)(5)(iii)(A).

What changes are required and allowed to distributor labeling?

514.80(b)(5)(iii) (A)(1).

What are the requirements for making other changes to the distributor labeling?

514.80(b)(5)(iii)(A)(2).

What information should be included in each new distributor’s signed statement?

514.80(b)(5)(iii)(B)(1) through (b)(5)(iii)(B)(5).

What are the conditions for submitting information that is common to more than one applica-
tion? (i.e., can | submit common information to one application?)

514.80(c) Multiple applications.

What information has to be submitted to the common application and related application?

514.80(c)(1) through (c)(4).
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Purpose

21 CFR Paragraph and Title

What forms do | need?

What are Forms FDA 1932 and 23017?
How can | get them?

Can | use computer-generated equivalents?

514.80(d) Reporting forms.

How long must | maintain Form FDA 1932 and records and reports of other required informa-
tion, i.e., how long do | need to maintain this information?

514.80(e) Records to be maintained.

What are the requirements for allowing access to these records and reports, and copying by

authorized FDA officer or employee?

514.80(f) Access to records and reports.

How do | obtain Forms FDA 1932 and 2301?

Where do | mail FDA's required forms, records, and reports?

514.80(g) Mailing addresses.

What happens if the applicant fails to establish, maintain, or make the required reports?
What happens if the applicant refuses to allow FDA access to, and/or copying and/or verify

records and reports?

514.80(h) Withdrawal of approval.

Does an adverse drug experience reflect a conclusion that the report or information constitutes
an admission that the drug caused an adverse effect?

514.80(i) Disclaimer.

(a) Applicability. (1) Each applicant
must establish and maintain indexed
and complete files containing full
records of all information pertinent to
safety or effectiveness of a new animal
drug that has not been previously
submitted as part of the NADA or
ANADA. Such records must include
information from domestic as well as
foreign sources. Each nonapplicant must
establish and maintain indexed and
complete files containing full records of
all information pertinent to safety or
effectiveness of a new animal drug that
is received or otherwise obtained by the
nonapplicant. Such records must
include information from domestic as
well as foreign sources.

(2) Each applicant must submit
reports of data, studies, and other
information concerning experience with
new animal drugs to the Food and Drug
Administration (FDA) for each approved
NADA and ANADA, as required in this
section. A nonapplicant must submit
data, studies, and other information
concerning experience with new animal
drugs to the appropriate applicant, as
required in this section. The applicant,
in turn, must report the nonapplicant’s
data, studies, and other information to
FDA. Applicants and nonapplicants
must submit data, studies, and other
information described in this section
from domestic, as well as foreign
sources.

(3) FDA reviews the records and
reports required in this section to
facilitate a determination under section
512(e) of the Federal Food, Drug, and
Cosmetic Act (21 U.S.C. 360b(e)) as to
whether there may be grounds for
suspending or withdrawing approval of
the NADA or ANADA.

(4) The requirements of this section
also apply to any approved Type A

medicated article. In addition, the
requirements contained in
§514.80(b)(1), (b)(2), (b)(4)(iv), and
(b)(4)(v) apply to any approved Type A
medicated article incorporated in
animal feeds.

(5) The records and reports referred to
in this section are in addition to those
required by the current good
manufacturing practice regulations in
parts 211, 225, and 226 of this chapter.

(b) Reporting requirements—(1)
Three-day NADA/ANADA field alert
report. This report provides information
pertaining to product and
manufacturing defects that may result in
serious adverse drug events. The
applicant (or nonapplicant through the
applicant) must submit the report to the
appropriate FDA District Office or local
FDA resident post within 3 working
days of first becoming aware that a
defect may exist. The information
initially may be provided by telephone
or other telecommunication means, with
prompt written followup using Form
FDA 1932 “Veterinary Adverse Drug
Reaction, Lack of Effectiveness, Product
Defect Report.” The mailing cover for
these reports must be plainly marked
“3-Day NADA/ANADA Field Alert
Report.”

(2) Fifteen-day NADA/ANADA alert
report—(i) Initial report. This report
provides information on each serious,
unexpected adverse drug event,
regardless of the source of the
information. The applicant (or
nonapplicant through the applicant)
must submit the report to FDA within
15 working days of first receiving the
information. The report must be
submitted on Form FDA 1932, and its
mailing cover must be plainly marked
“15-Day NADA/ANADA Alert Report.”

(ii) Followup report. The applicant
must promptly investigate all adverse
drug events that are the subject of 15-
day NADA/ANADA alert reports. If this
investigation reveals significant new
information, a followup report must be
submitted within 15 working days of
receiving such information. A followup
report must be submitted on Form FDA
1932, and its mailing cover must be
plainly marked “15-Day NADA/ANADA
Alert Report Followup.” The followup
report must state the date of the initial
report and provide the additional
information. If additional information is
sought but not obtained within 3
months of the initial report, a followup
report is required describing the steps
taken and why additional information
was not obtained.

(3) Nonapplicant report.
Nonapplicants must forward reports of
adverse drug experiences to the
applicant within 3 working days of first
receiving the information. The applicant
must then submit the report(s) to FDA
as required in this section. The
nonapplicant must maintain records of
all nonapplicant reports, including the
date the nonapplicant received the
information concerning adverse drug
experiences, the name and address of
the applicant, and a copy of the adverse
drug experience report including the
date such report was submitted to the
applicant. If the nonapplicant elects to
also report directly to FDA, the
nonapplicant should submit the report
on Form FDA 1932 within 15 working
days of first receiving the information.

(4) Periodic drug experience report.
This report must be accompanied by a
completed Form FDA 2301 ‘“Transmittal
of Periodic Reports and Promotional
Materials for New Animal Drugs.” It
must be submitted every 6 months for
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the first 2 years following approval of an
NADA or ANADA and yearly thereafter.
Reports required by this section must
contain data and information for the full
reporting period. The 6-month periodic
drug experience reports must be
submitted within 30 days following the
end of the 6-month reporting period.
The yearly periodic drug experience
reports must be submitted within 60
days of the anniversary date of the
approval of the NADA or ANADA. Any
previously submitted information
contained in the report must be
identified as such. For yearly (annual)
periodic drug experience reports, the
applicant may petition FDA to change
the date of submission or frequency of
reporting, and after approval of such
petition, file such reports on the new
filing date or at the new reporting
frequency. Also, FDA may require a
report at different times or more
frequently. The periodic drug
experience report must contain the
following:

(i) Distribution data. Information
about the distribution of each new
animal drug product, including
information on any distributor-labeled
product. This information must include
the total number of distributed units of
each size, strength, or potency (e.g.,
100,000 bottles of 100 5-milligram
tablets; 50,000 10-milliliter vials of 5-
percent solution). This information
must be presented in two categories:
Quantities distributed domestically and
quantities exported.

(ii) Labeling. Applicant and
distributor current package labeling,
including package inserts (if any). For
large-size package labeling or large
shipping cartons, a representative copy
must be submitted (e.g., a photocopy of
pertinent areas of large feed bags). A
summary of any changes in labeling
made since the last report (listed by date
of implementation) must be included
with the labeling or if there have been
no changes, a statement of such fact
must be included with the labeling.

(iii) Nonclinical laboratory studies
and clinical data not previously
reported.

(A) Copies of in vitro studies (e.g.,
mutagenicity) and other nonclinical
laboratory studies conducted by or
otherwise obtained by the applicant.

(B) Copies of published clinical trials
of the new animal drug (or abstracts of
them) including clinical trials on safety
and effectiveness, clinical trials on new
uses, and reports of clinical experience
pertinent to safety conducted by or
otherwise obtained by the applicant.
Review articles, papers, and abstracts in
which the drug is used as a research
tool, promotional articles, press

clippings, and papers that do not
contain tabulations or summaries of
original data are not required to be
reported.

(C) Descriptions of completed clinical
trials conducted by or for the applicant
must be submitted no later than 1 year
after completion of research. Supporting
information is not to be reported.

(iv) Adverse drug experiences. (A)
Product/manufacturing defects and
adverse drug experiences not previously
reported under § 514.80(b)(1) and (b)(2)
must be reported individually on Form
FDA 1932.

(B) Reports of adverse drug
experiences in the literature must be
noted in the periodic drug experience
report. A bibliography of pertinent
references must be included with the
report. Upon FDA'’s request, the
applicant must provide a full text copy
of these publications.

(C) Reports of previously not reported
adverse drug experiences that occur in
postapproval studies must be reported
separately from other experiences in the
periodic drug experience report and
clearly marked or highlighted.

(v) Summary report of increased
frequency of adverse drug experience.
The applicant must periodically review
the incidence of reports of adverse drug
experiences to determine if there has
been an increased frequency of serious
(expected and unexpected) adverse drug
events. The applicant must evaluate the
increased frequency of serious (expected
or unexpected) adverse drug events at
least as often as reporting of periodic
drug experience reports. The applicant
must report the increased frequency of
serious (expected and unexpected)
adverse drug events in the periodic drug
experience report. Summaries of reports
of increased frequency of adverse drug
events must be submitted in narrative
form. The summaries must state the
time period on which the increased
frequency is based, time period
comparisons in determining increased
frequency, references to any previously
submitted Form FDA 1932, the method
of analysis, and the interpretation of the
results. The summaries must be
submitted in a separate section within
the periodic drug experience report.

(5) Other reporting—(i) Special drug
experience report. Upon written request,
FDA may require that the applicant
submit a report required under § 514.80
at different times or more frequently
than the timeframes stated in § 514.80.

(ii) Advertisements and promotional
labeling. The applicant must submit at
the time of initial dissemination one set
of specimens of mailing pieces and
other labeling for prescription and over-
the-counter new animal drugs. For

prescription new animal drugs, the
applicant must also submit one set of
specimens of any advertisement at the
time of initial publication or broadcast.
Mailing pieces and labeling designed to
contain product samples must be
complete except that product samples
may be omitted. Each submission of
promotional labeling or advertisements
must be accompanied by a completed
Form FDA 2301.

(iii) Distributor’s statement. At the
time of initial distribution of a new
animal drug product by a distributor,
the applicant must submit a special
drug experience report accompanied by
a completed Form FDA 2301 containing
the following:

(A) The distributor’s current product
labeling.

(1) The distributor’s labeling must be
identical to that in the approved NADA/
ANADA except for a different and
suitable proprietary name (if used) and
the name and address of the distributor.
The name and address of the distributor
must be preceded by an appropriate
qualifying phrase as permitted by the
regulations such as “manufactured for”
or “distributed by.”

(2) Other labeling changes must be the
subject of a supplemental NADA or
ANADA as described under §514.8.

(B) A signed statement by the
distributor stating:

(1) The category of the distributor’s
operations (e.g., wholesale or retail),

(2) That the distributor will distribute
the new animal drug only under the
approved labeling,

(3) That the distributor will promote
the product only for use under the
conditions stated in the approved
labeling,

(4) That the distributor will adhere to
the records and reports requirements of
this section, and

(5) That the distributor is regularly
and lawfully engaged in the distribution
or dispensing of prescription products if
the product is a prescription new
animal drug.

(c) Multiple applications. Whenever
an applicant is required to submit a
periodic drug experience report under
the provisions of § 514.80(b)(4) with
respect to more than one approved
NADA or ANADA for preparations
containing the same new animal drug so
that the same information is required to
be reported for more than one
application, the applicant may elect to
submit as a part of the report for one
such application (the primary
application) all the information
common to such applications in lieu of
reporting separately and repetitively on
each. If the applicant elects to do this,
the applicant must do the following:
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(1) State when a report applies to
multiple applications and identify all
related applications for which the report
is submitted by NADA or ANADA
number.

(2) Ensure that the primary
application contains a list of the NADA
or ANADA numbers of all related
applications.

(3) Submit a completed Form FDA
2301 to the primary application and
each related application with reference
to the primary application by NADA/
ANADA number and submission date
for the complete report of the common
information.

(4) All other information specific to a
particular NADA/ANADA must be
included in the report for that particular
NADA/ANADA.

(d) Reporting forms. Applicant must
report adverse drug experiences and
product/manufacturing defects on Form
FDA 1932, “Veterinary Adverse Drug
Reaction, Lack of Effectiveness, Product
Defect Report.” Periodic drug
experience reports and special drug
experience reports must be
accompanied by a completed Form FDA
2301 “Transmittal of Periodic Reports
and Promotional Material for New
Animal Drugs,” in accordance with
directions provided on the forms.
Computer-generated equivalents of
Form FDA 1932 or Form FDA 2301,
approved by FDA before use, may be
used. Form FDA 1932 and Form FDA
2301 may be obtained on the Internet at
http://www.fda.gov/cvm/forms/
forms.html, by telephoning the Division
of Surveillance (HFV-210), or by
submitting a written request to the
following address: Food and Drug
Administration, Center for Veterinary
Medicine, Division of Surveillance
(HFV-210), 7500 Standish P1.,
Rockville, MD 20855-2764.

(e) Records to be maintained. The
applicants and nonapplicants must
maintain records and reports of all
information required by this section for
a period of 5 years after the date of
submission.

(f) Access to records and reports. The
applicant and nonapplicant must, upon
request from any authorized FDA officer
or employee, at all reasonable times,
permit such officer or employee to have
access to copy and to verify all such
required records and reports.

(g) Mailing addresses. Completed 15-
day alert reports, periodic drug
experience reports, and special drug
experience reports must be submitted to
the following address: Food and Drug
Administration, Center for Veterinary
Medicine, Document Control Unit
(HFV-199), 7500 Standish P1.,
Rockville, MD 20855-2764. Three-day

alert reports must be submitted to the
appropriate FDA district office or local
FDA resident post. Addresses for
district offices and resident posts may
be obtained from the Internet at http://
www.fda.gov (click on “Contact FDA,”
then “FDA Field Offices”).

(h) Withdrawal of approval. If FDA
finds that the applicant has failed to
establish the required records, or has
failed to maintain those records, or
failed to make the required reports, or
has refused access to an authorized FDA
officer or employee to copy or to verify
such records or reports, FDA may
withdraw approval of the application to
which such records or reports relate. If
FDA determines that withdrawal of the
approval is necessary, the agency shall
give the applicant notice and
opportunity for hearing, as provided in
§514.200, on the question of whether to
withdraw approval of the application.

(i) Disclaimer. Any report or
information submitted under this
section and any release of that report or
information by FDA will be without
prejudice and does not necessarily
reflect a conclusion that the report or
information constitutes an admission
that the drug caused or contributed to
an adverse event. A person need not
admit, and may deny, that the report or
information constitutes an admission
that a drug caused or contributed to an
adverse event.

Dated: March 21, 2003.
William K. Hubbard,
Associate Commissioner for Policy and
Planning.
[FR Doc. 03-7475 Filed 3—28-03; 8:45 am)]
BILLING CODE 4160-01-S

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Part 510
New Animal Drugs; Change of
Sponsor’s Name

AGENCY: Food and Drug Administration,
HHS.
ACTION: Final rule.

SUMMARY: The Food and Drug
Administration (FDA) is amending the
animal drug regulations to reflect a
change of sponsor’s name from Bayer
Corp., Agriculture Division, Animal
Health to Bayer HealthCare LLC, Animal
Health Division.

DATES: This rule is effective March 31,
2003.

FOR FURTHER INFORMATION CONTACT:
David R. Newkirk, Center for Veterinary

Medicine (HFV-100), Food and Drug
Administration, 7500 Standish P1.,
Rockville, MD 20855, 301-827—6967, e-
mail: dnewkirk@cvm.fda.gov.

SUPPLEMENTARY INFORMATION: Bayer
Corp., Agriculture Division, Animal
Health, P.O. Box 390, Shawnee Mission,
KS 66201, has informed FDA of a
change of name to Bayer HealthCare
LLC, Animal Health Division.
Accordingly, the agency is amending
the regulations in 21 CFR 510.600(c) to
reflect the change.

This rule does not meet the definition
of “rule” in 5 U.S.C. 804(3)(A), because
it is a rule of “particular applicability.”
Therefore, it is not subject to the
congressional review requirements in 5
U.S.C. 801-3808.

List of Subjects in 21 CFR Part 510

Administrative practice and
procedure, Animal drugs, Labeling,
Reporting and recordkeeping
requirements.

m Therefore, under the Federal Food,
Drug, and Cosmetic Act and under
authority delegated to the Commissioner
of Food and Drugs and redelegated to the
Center for Veterinary Medicine, 21 CFR
part 510 is amended as follows:

PART 510—NEW ANIMAL DRUGS

= 1. The authority citation for 21 CFR
part 510 continues to read as follows:
Authority: 21 U.S.C. 321, 331, 351, 352,
353, 360b, 371, 379e.
= 2. Section 510.600 is amended in the
table in paragraph (c)(1) by removing the
entry for “Bayer Corp.” and by alphabeti-
cally adding an entry for ‘“Bayer
HealthCare LLC”’; and in the table in
paragraph (c)(2) by revising the entry for
000859 to read as follows.

§510.600 Names, addresses, and drug
labeler codes of sponsors of approved

applications.
* * * * *
(C) * * *
(1) * * *
Firm name and address Dru%olggeler
* * * * *
Bayer HealthCare LLC, 000859
Animal Health Division,
P.O. Box 390, Shawnee
Mission, KS 66201.
* * * * *

(2) * % %
Drug labeler .

code Firm name and address
* * * * *
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i staphylococci, Enterococcus faecalis, §524.1044h  Gentamicin sulfate,
Drugolggeler Firm name and address PrzEfezs mirabilis, and beta-hémolytic mometasone furoate, clotrimazole otic
streptococci). The indications for use suspension.
000859 Bayer HealthCare LLC, are also being revised to reflect a current * * * * %
'Sn(')mglojegg‘ glt:l;/:/cr)ge format. The supplemental NADA is (> * >
Mission. KS 66201 approved as of January 9, 2003, and the (2) Indications for use. For the
* * 0 x * regulations are amended in 21 CFR treatment of otitis externa caused by

Dated: March 21, 2003.
Steven D. Vaughn,

Director, Office of New Animal Drug
Evaluation, Center for Veterinary Medicine.

[FR Doc. 03-7533 Filed 3—28-03; 8:45 am]
BILLING CODE 4160-01-S

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Part 524

Ophthalmic and Topical Dosage Form
New Animal Drugs; Gentamicin
Sulfate, Mometasone Furoate,
Clotrimazole Otic Suspension

AGENCY: Food and Drug Administration,
HHS.

ACTION: Final rule.

SUMMARY: The Food and Drug
Administration (FDA) is amending the
animal drug regulations to reflect
approval of a supplemental new animal
drug application (NADA) filed by
Schering-Plough Animal Health Corp.
The supplemental NADA provides for
the addition of once-daily
administration to the dosage regimens
for gentamicin/mometasone/
clotrimazole otic suspension used to
treat otitis externa in dogs and for
revision of the indications to reflect a
current format.

DATES: This rule is effective March 31,
2003.

FOR FURTHER INFORMATION CONTACT:
Melanie R. Berson, Center for Veterinary
Medicine (HFV-110), Food and Drug
Administration, 7500 Standish P1.,
Rockville, MD 20855, 301-827-7540, e-
mail: mberson@cvm.fda.gov.
SUPPLEMENTARY INFORMATION: Schering-
Plough Animal Health Corp., 1095
Morris Ave., P.O. Box 3182, Union, NJ
07083, filed a supplement to NADA
141-177 that provides for once-daily
administration of MOMETAMAX
(gentamicin sulfate/mometasone furoate
monohydrate/clotrimazole) Otic
Suspension for the treatment of otitis
externa in dogs caused by susceptible
strains of yeast (Malassezia
pachydermatis) and bacteria
(Pseudomonas spp. [including P.
aeruginosal, coagulase-positive

524.1044h to reflect the approval. The
basis of approval is discussed in the
freedom of information summary.

In accordance with the freedom of
information provisions of 21 CFR part
20 and 21 CFR 514.11(e)(2)(ii), a
summary of safety and effectiveness
data and information submitted to
support approval of this application
may be seen in the Dockets Management
Branch (HFA-305), Food and Drug
Administration, 5630 Fishers Lane, rm.
1061, Rockville, MD 20852, between 9
a.m. and 4 p.m., Monday through
Friday.

Under section 512(c)(2)(F)(iii) of the
Federal Food, Drug, and Cosmetic Act
(the act) (21 U.S.C. 360b(c)(2)(F)(iii)),
this supplemental approval qualifies for
3 years of marketing exclusivity
beginning January 9, 2003.

The agency has determined under 21
CFR 25.33(d)(1) that this action is of a
type that does not individually or
cumulatively have a significant effect on
the human environment. Therefore,
neither an environmental assessment
nor an environmental impact statement
is required.

This rule does not meet the definition
of “rule” in 5 U.S.C. 804(3)(A) because
it is a rule of “particular applicability.”
Therefore, it is not subject to the
congressional review requirements in 5
U.S.C. 801-808.

List of Subjects in 21 CFR Part 524

Animal drugs.

» Therefore, under the Federal Food,
Drug, and Cosmetic Act and under
authority delegated to the Commissioner
of Food and Drugs and redelegated to the
Center for Veterinary Medicine, 21 CFR
part 524 is amended as follows:

PART 524—OPHTHALMIC AND
TOPICAL DOSAGE FORM NEW
ANIMAL DRUGS

» 1. The authority citation for 21 CFR
part 524 continues to read as follows:

Authority: 21 U.S.C. 360b.

m 2. Section 524.1044h is amended in
paragraph (a) by removing ““3-”" and ““1-
”’, and by adding in their respective
places “3” and ““1”’; in paragraph (c)(1)
by adding “once or” before “twice”’; and
by revising paragraph (c)(2) to read as fol-
lows:

susceptible strains of yeast (Malassezia
pachydermatis) and bacteria
(Pseudomonas spp. [including P.
aeruginosal, coagulase-positive
staphylococci, Enterococcus faecalis,
Proteus mirabilis, and beta-hemolytic

streptococci).
* * * * *

Dated: March 21, 2003.
Steven D. Vaughn,

Director, Office of New Animal Drug
Evaluation, Center for Veterinary Medicine.

[FR Doc. 03-7534 Filed 3—28-03; 8:45 am]
BILLING CODE 4160-01-S

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Part 558

New Animal Drugs for Use in Animal
Feeds; Lasalocid and Bacitracin
Methylene Disalicylate

AGENCY: Food and Drug Administration,
HHS.

ACTION: Final rule.

SUMMARY: The Food and Drug
Administration (FDA) is amending the
animal drug regulations to reflect
approval of a supplemental new animal
drug application (NADA) filed by
Alpharma, Inc. The supplemental
NADA provides for a 0-day withdrawal
period for the use of approved two-way
combination drug Type C medicated
feeds containing lasalocid and
bacitracin methylene disalicylate in
broiler and fryer chickens.

DATES: This rule is effective March 31,
2003.

FOR FURTHER INFORMATION CONTACT:
Charles J. Andres, Center for Veterinary
Medicine (HFV-128), Food and Drug
Administration, 7500 Standish P1.,
Rockville, MD 20855, 301-827-1600, e-
mail: candres@cvm.fda.gov.
SUPPLEMENTARY INFORMATION: Alpharma,
Inc., One Executive Dr., P.O. Box 1399,
Fort Lee, NJ 07024, filed a supplement
to NADA 107-996 for use of AVATEC
(lasalocid sodium) and BMD (bacitracin
methylene disalicylate) Type A
medicated articles to formulate two-way
combination drug Type C medicated
chicken feeds. The supplemental NADA
provides for a 0-day withdrawal period



Federal Register/Vol. 68, No. 61/Monday, March 31, 2003/Rules and Regulations

15371

for broiler and fryer chicken feeds
containing 68 grams/ton (g/ton)
lasalocid and 10 to 50 g/ton bacitracin
methylene disalicylate used for the
prevention of coccidiosis, and for
increased rate of weight gain and
improved feed efficiency; and for broiler
chicken feeds containing 68 to 113 g/ton
lasalocid and 4 to 50 g/ton bacitracin
methylene disalicylate used for the
prevention of coccidiosis, and for
improved feed efficiency. The NADA is
approved as of December 4, 2002, and
the regulations are amended in 21 CFR
558.311 to reflect the approval. The
basis of approval is discussed in the
freedom of information summary.

In accordance with the freedom of
information provisions of 21 CFR part
20 and 21 CFR 514.11(e)(2)(ii), a
summary of safety and effectiveness
data and information submitted to
support approval of this supplemental
application may be seen in the Dockets
Management Branch (HFA-305), Food
and Drug Administration, 5630 Fishers
Lane, rm. 1061, Rockville, MD 20852,
between 9 a.m. and 4 p.m., Monday
through Friday.

The agency has determined under 21
CFR 25.33(a)(2) that this action is of a
type that does not individually or
cumulatively have a significant effect on
the human environment. Therefore,
neither an environmental assessment
nor an environmental impact statement
is required.

This rule does not meet the definition
of “rule” in 5 U.S.C. 804(3)(A) because
it is a rule of “particular applicability.”
Therefore, it is not subject to the
congressional review requirements in 5
U.S.C. 801-808.

List of Subjects in 21 CFR Part 558

Animal drugs, Animal feeds.
m Therefore, under the Federal Food,
Drug, and Cosmetic Act and under
authority delegated to the Commissioner
of Food and Drugs and redelegated to the
Center for Veterinary Medicine, 21 CFR
part 558 is amended as follows:

PART 558—NEW ANIMAL DRUGS FOR
USE IN ANIMAL FEEDS

= 1. The authority citation for 21 CFR
part 558 continues to read as follows:

Authority: 21 U.S.C. 360b, 371.

§558.311 [Amended]

» 2. Section 558.311 Lasalocid is
amended in the table in paragraph
(e)(1)(iv) under the “Limitations”
column by removing “withdraw 3 days
before slaughter”, and in the table in
paragraph (e)(1)(x) under the “Limita-
tions” column by removing “withdraw 3
days before slaughter;”.

Dated: March 21, 2003.
Steven D. Vaughn,

Director, Office of New Animal Drug
Evaluation, Center for Veterinary Medicine.

[FR Doc. 03-7535 Filed 3—31-03; 8:45 am]
BILLING CODE 4160-01-S

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Part 558

New Animal Drugs for Use in Animal
Feeds; Monensin; Technical
Amendment

AGENCY: Food and Drug Administration,
HHS.

ACTION: Final rule; technical
amendment.

SUMMARY: The Food and Drug
Administration (FDA) is amending the
animal drug regulations to reflect the
approved caution statements that must
appear on animal feeds containing
monensin. This action is being taken to
improve the accuracy of the regulations.

DATES: This rule is effective March 31,
2003.

FOR FURTHER INFORMATION CONTACT:
Mohammad I. Sharar, Center for
Veterinary Medicine (HFV-2), Food and
Drug Administration, 7500 Standish PL.,
Rockville, MD 20855, 301-827—-0159, e-
mail: msharar@cvm.fda.gov.

SUPPLEMENTARY INFORMATION: FDA has
found that the animal drug regulations
do not reflect the approved caution
statements that must appear on animal
feeds containing monensin. The
regulation in 21 CFR 558.355 is being
amended to correct inaccurate
references to mature turkeys and guinea
fowl that were incorporated into the
regulations in the Federal Register
published on July 26, 2000 (65 FR
45879). This action is being taken to
improve the accuracy of the regulations.

Publication of this document
constitutes final action on these changes
under the Administrative Procedure Act
(5 U.S.C. 553). Notice and public
procedure are unnecessary because FDA
is merely correcting nonsubstantive
€ITOTS.

This rule does not meet the definition
of “rule” in 5 U.S.C. 804(3)(A) because
it is a rule of “particular applicability.”
Therefore, it is not subject to the
congressional review requirements in 5
U.S.C. 801-808.

List of Subjects in 21 CFR Part 558

Animal drugs, Animal feeds.

» Therefore, under the Federal Food,
Drug, and Cosmetic Act and under
authority delegated to the Commissioner
of Food and Drugs and redelegated to the
Center for Veterinary Medicine, 21 CFR
part 558 is amended as follows:

PART 558—NEW ANIMAL DRUGS FOR
USE IN ANIMAL FEEDS

= 1. The authority citation for 21 CFR
part 558 continues to read as follows:

Authority: 21 U.S.C. 360b, 371.

§558.355 [Amended]

2. Section 558.355 Monensin is
amended in paragraph (d)(6), in the first
sentence, by removing the phrase “,
other equines, mature turkeys, or guinea
fow]” and by adding in its place the
phrase “or other equines” and in the
second sentence by removing “and
guinea fowl”.

Dated: March 25, 2003.
Clifford Johnson,

Director, Office of Surveillance and
Compliance, Center for Veterinary Medicine.

[FR Doc. 03-7598 Filed 3—28-03; 8:45 am]
BILLING CODE 4160-01-S

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Part 558

New Animal Drugs for Use in Animal
Feeds; Decoquinate; Correction

AGENCY: Food and Drug Administration,
HHS.

ACTION: Final rule; correction.

SUMMARY: The Food and Drug
Administration (FDA) is correcting a
rule that appeared in theFederal
Register of December 5, 2002 (67 FR
72370). The rule amended the animal
drug regulations to reflect approval of a
supplemental new animal drug
application (NADA). FDA is correcting
the range of approved concentrations of
decoquinate Type A medicated article
that may be used to make certain
combination drug Type C medicated
feeds for cattle. This correction is being
made so the decoquinate regulations
accurately reflect previously approved
concentrations. This document corrects
those errors.

DATES: This rule is effective March 31,
2003.

FOR FURTHER INFORMATION CONTACT:
George K. Haibel, Center for Veterinary
Medicine (HFV-6), Food and Drug
Administration, 7519 Standish Pl.,
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Rockville, MD 20855, 301-827-4567, e-
mail: ghaibel@ cvm.fda.gov

SUPPLEMENTARY INFORMATION: In FR Doc.
02—-30863, appearing on page 72370 in
the Federal Register of December 5,
2002, the following correction is made:

§558.195 [Amended]

1. On page 72372, in § 588.195, in the
table in paragraph (e)(2), under the
“Decoquinate in grams/ton” column, in
the entries for (iii), (iv), and (v), “13.6”
is amended to read “13.6 to 27.2"".

Dated: March 25, 2003.

Steven D. Vaughn,

Director, Office of New Animal Drug
Evaluation, Center for Veterinary Medicine.
[FR Doc. 03-7599 Filed 3—28-03; 8:45 am]
BILLING CODE 4160-01-S

DEPARTMENT OF DEFENSE

Office of the Secretary

32 CFR Part 199

RIN 0720-AA74

TRICARE; Civilian Health and Medical
Program of the Uniformed Services
(CHAMPUS); Appeals and Hearings
Procedures, Formal Review

AGENCY: Department of Defense.

ACTION: Final rule; amendment.

SUMMARY: On March 13, 2003 (68 FR
11973), the Department of Defense
published an administrative correction
to the final rule on Appeals and
Hearings Procedures. The effective date
of the amendment was not published in
that correction. This rule is published to
identify the effective date. All other
information remains unchanged.

DATES: The effective date of the
correction is May 1, 1983.

FOR FURTHER INFORMATION CONTACT: G.
Jones, 3030-676—3401.

Dated: March 25, 2003.
L.M. Bynum,

Alternate OSD Federal Register Liaison
Officer, Department of Defense.
[FR Doc. 03—-7603 Filed 3—28-03; 8:45 am]

BILLING CODE 5001-08-M

DEPARTMENT OF HOMELAND
SECURITY

Coast Guard

33 CFR Part 165
[CGD13-02-018]
RIN 1625-AA00 [Formerly 2115-AA97]

Security Zone: Protection of Tank
Ships, Puget Sound, WA

AGENCY: Coast Guard, DHS.
ACTION: Final rule.

SUMMARY: In order to promptly respond
to an increase in the Coast Guard’s
maritime security posture, the Coast
Guard is establishing regulations for the
security of tank ships in the navigable
waters of Puget Sound and adjacent
waters, Washington. This security zone,
when enforced by the Captain of the
Port Puget Sound, will provide for the
regulation of vessel traffic in the vicinity
of tank ships in the navigable waters of
the United States, Puget Sound and
adjacent waters, WA.

DATES: This section is effective April 15,
2003.

ADDRESSES: Comments and material
received from the public, as well as
documents indicated in this preamble as
being available in the docket, are part of
docket CGD13-02-018 and are available
for inspection or copying at
Commanding Officer, Marine Safety
Office Puget Sound, 1519 Alaskan Way
South, Seattle, Washington 98134
between 8 a.m. and 4 p.m., Monday
through Friday, except Federal holidays.
FOR FURTHER INFORMATION CONTACT:
LTJGR. S. Teague, c/o Captain of the
Port Puget Sound, (206) 217-6232.
SUPPLEMENTARY INFORMATION:

Regulatory Information

On December 27, 2002, we published
a notice of proposed rulemaking
(NPRM) entitled Security Zone:
Protection of Tank Ships, Puget Sound,
WA in the Federal Register (67 FR
79017). We received one letter
commenting on the proposed rule. No
public hearing was requested, and none
was held.

Under 5 U.S.C. 553(d)(3), the Coast
Guard finds that good cause exists for
making this rule effective less than 30
days after publication in the Federal
Register. The Coast Guard promulgated
a temporary final rule (67 FR 66335)
establishing security zones around tank
ships in Puget Sound that expires on
April 15, 2003. This final rule does not
substantively differ from the temporary
final rule. Both the TFR and this rule
were established to increase the Coast

Guard’s maritime security posture by
providing for the security of tank ships
in the navigable waters of Puget Sound.
The Captain of the Port Puget Sound
deems it necessary that the security
zone around tank ships continue to be
in effect. Rather than extend the TFR or
issue a new TFR the Coast Guard is
making this final rule effective upon
publication in the Federal Register. A
notice of enforcement will be
simultaneously published in the
Federal Register with this rule.

Background and Purpose

Recent events highlight the fact that
there are hostile entities operating with
the intent to harm U.S. National
Security. The President has continued
the national emergencies he declared
following the September 11, 2001
terrorist attacks (67 FR 58317 (Sept. 13,
2002) (continuing national emergency
with respect to terrorist attacks)), (67 FR
59447 (Sept. 20, 2002) (continuing
national emergency with respect to
persons who commit, threaten to
commit or support terrorism)). The
President also has found pursuant to
law, including the Act of June 15, 1917,
as amended August 9, 1950, by the
Magnuson Act (50 U.S.C. 191 et seq.),
that the security of the United States is
and continues to be endangered
following the attacks (E.O. 13,273, 67 FR
56215 (Sept. 3, 2002) (security
endangered by disturbances in
international relations of U.S. and such
disturbances continue to endanger such
relations)).

On October 15, 2002, the Captain of
the Port Puget Sound issued a TFR (67
FR 66335, CGD13-02-015, 33 CFR
165.T13-011) establishing security
zones for tank ship protection, which
expires on April 15, 2003. The Coast
Guard, through this action, will assist
tank ships by establishing a permanent
security zone, which when enforced by
the Captain of the Port would exclude
persons and vessels from the immediate
vicinity of all tank ships. Entry into this
zone will be prohibited unless
authorized by the Captain of the Port or
his designee. The Captain of the Port
may be assisted by other federal, state,
or local agencies.

Discussion of Comments and Changes

In our NPRM, we stated that the
Captain of the Port from time to time
would publish or provide notice of
“activation” of the proposed security
zone. In this final rule, we have
replaced the word ““activation’ with the
word “‘enforcement” to clarify what we
mean. Security zones are established by
rulemaking procedures, which
necessarily includes notice and
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comment and other required
procedures. Notice to the public that a
given security zone has been established
through those required procedures is
normally done by the methods set out
in 33 CFR 165.7, and may include
broadcasts and publication in the
Federal Register. However, a security
zone cannot be legally established only
by mere notice to the public, using the
methods described in 33 CFR 165.7.
Because the word “activation” may
connote “establishment” to some
members of the public, for purposes of
clarity, we have changed it to read
“enforcement.” The result of this
change will be that the rule will operate
to legally establish a security zone
around all tank vessels in the Puget
Sound area, and the Captain of the Port
will keep the public informed via the
methods described in the rule as to
when the Coast Guard will enforce the
security zone and when it will not. The
rule provides blanket authorization for
all persons and vessels to enter, transit,
and depart the security zone during
periods when the Coast Guard has
suspended enforcement thereof.
Decisions to enforce or suspend
enforcement of the security zone remain
within the discretion of the Captain of
the Port.

We received one letter with two
comments. The first comment
concerned the methods of notifying the
public when the security zone was
activated. The commenter suggested the
notification be located on the 13th Coast
Guard District Web page and possibly
obtaining an 800 number. In addition to
notifying the public through the Federal
Register, Broadcast Notice to Mariners,
Local Notice Mariners, and press
releases, the COTP will also publish the
enforcement notice via Marine Safety
Office Puget Sound’s internet web page
located at http://www.uscg.mil/d13/
units/msopuget/. In addition, Marine
Safety Office Puget Sound maintains a
telephone line that is manned 24 hours
a day, 7 days a week. The public can
contact Marine Safety Office Puget
Sound at (206) 217-6200 or (800) 688—
6664 to obtain information concerning
enforcement of this rule. Given the
various other methods the Coast Guard
intends to utilize to notify the public
regarding the enforcement of this rule
and the manned telephone lines, the
Coast Guard finds that an additional 800
number would be costly and would not
significantly improve public
notification. Accordingly, the Coast
Guard does not intend to purchase a
separate 800 number.

The second comment addressed the
VHF-FM channels that the tank ship
would be monitoring. The commenter

suggested that to avoid unanswered
calls, anyone needing to enter the 100-
yard exclusion zone should contact the
on-scene official patrol or tank ship
master on channel 13 only. If an on-
scene official patrol is enforcing the
zone, vessels should contact the on-
scene official patrol on channel 16. In
the absence of an official patrol, the
vessel should contact the tank ship
master on channel 13.

Regulatory Evaluation

This rule is not a “significant
regulatory action” under section 3(f) of
Executive Order 12866, Regulatory
Planning and Review, and does not
require an assessment of potential costs
and benefits under section 6(a)(3) of that
Order. The Office of Management and
Budget has not reviewed it under that
Order. It is not “‘significant” under the
regulatory policies and procedures of
the Department of Homeland Security.

We expect the economic impact of
this rule to be so minimal that a full
Regulatory Evaluation under paragraph
10e of the regulatory policies and
procedures of DOT is unnecessary.

Although this rule would restrict
access to a 500-yard area surrounding
tank ships, the effect of this rule will not
be significant because: (i) Individual
tank ship security zones are limited in
size; (ii) the on-scene official patrol or
tank ship master may authorize access
to the tank ship security zone; (iii) the
tank ship security zone for any given
transiting tank ship will effect a given
geographical location for a limited time;
and (iv) the Coast Guard will make
notifications via maritime advisories so
mariners can adjust their plans
accordingly.

Small Entities

Under the Regulatory Flexibility Act
(5 U.S.C. 601-612), we have considered
whether this rule would have a
significant economic impact on a
substantial number of small entities.
The term “small entities” comprises
small businesses, not-for-profit
organizations that are independently
owned and operated and are not
dominant in their fields, and
governmental jurisdictions with
populations of less than 50,000.

The Coast Guard certifies under 5
U.S.C. 605(b) that this rule would not
have a significant economic impact on
a substantial number of small entities.

This rule may affect the following
entities, some of which may be small
entities: the owners or operators of
vessels intending to operate near or
anchor in the vicinity of tank ships in
the navigable waters of the United
States.

This rule would not have a significant
economic impact on a substantial
number of small entities for the
following reasons: (i) Individual tank
ship security zones are limited in size;
(ii) The on-scene official patrol or tank
ship master may authorize access to the
tank ship security zone; (iii) the tank
ship security zone for any given
transiting tank ship will affect a given
geographic location for a limited time;
and (iv) the Coast Guard will make
notifications via maritime advisories so
mariners can adjust their plans
accordingly.

Assistance for Small Entities

Under section 213(a) of the Small
Business Regulatory Enforcement
Fairness Act of 1996 (Pub. L. 104-121),
we offered to assist small entities in
understanding this rule so that they
could better evaluate its effects on them
and participate in the rulemaking.

Small businesses may send comments
on the actions of Federal employees
who enforce, or otherwise determine
compliance with, Federal regulations to
the Small Business and Agriculture
Regulatory Enforcement Ombudsman
and the Regional Small Business
Regulatory Fairness Boards. The
Ombudsman evaluates these actions
annually and rates each agency’s
responsiveness to small business. If you
wish to comment on actions by
employees of the Coast Guard, call 1-
888—REG—FAIR (1-888-734—-3247).

Collection of Information

This rule calls for no new collection
of information under the Paperwork
Reduction Act of 1995 (44 U.S.C. 3501—
3520).

Federalism

A rule has implications for federalism
under Executive Order 13132,
Federalism, if it has a substantial direct
effect on State or local governments and
would either preempt State law or
impose a substantial direct cost of
compliance on them. We have analyzed
this rule under that Order and have
determined that it does not have
implications for federalism.

Unfunded Mandates Reform Act

The Unfunded Mandates Reform Act
of 1995 (2 U.S.C. 1531-1538) requires
Federal agencies to assess the effects of
their discretionary regulatory actions. In
particular, the Act addresses actions
that may result in the expenditure by a
State, local, or tribal government, in the
aggregate, or by the private sector of
$100,000,000 or more in any one year.
Though this final rule will not result in
such an expenditure, we do discuss the



15374

Federal Register/Vol. 68, No. 61/Monday, March 31, 2003/Rules and Regulations

effects of this rule elsewhere in this
preamble.

Taking of Private Property

This rule will not effect a taking of
private property or otherwise have
taking implications under Executive
Order 12630, Governmental Actions and
Interference with Constitutionally
Protected Property Rights.

Civil Justice Reform

This rule meets applicable standards
in sections 3(a) and 3(b)(2) of Executive
Order 12988, Civil Justice Reform, to
minimize litigation, eliminate
ambiguity, and reduce burden.

Protection of Children

We have analyzed this rule under
Executive Order 13045, Protection of
Children from Environmental Health
Risks and Safety Risks. This rule is not
an economically significant rule and
does not create an environmental risk to
health or risk to safety that may
disproportionately affect children.

Indian Tribal Governments

The Coast Guard recognizes the rights
of Native American Tribes under the
Stevens Treaties. Moreover, the Coast
Guard is committed to working with
Tribal Governments to implement local
policies to mitigate tribal concerns.
Given the flexibility of this rule to
accommodate the special needs of
mariners in the vicinity of tank ships,
and the Coast Guard’s commitment to
working with the Tribes, we have
determined that tank ship security and
fishing rights protection need not be
incompatible and therefore have
determined that this rule does not have
tribal implications under Executive
Order 13175, Consultation and
Coordination with Indian Tribal
Governments, because it does not have
a substantial direct effect on one or
more Indian tribes, on the relationship
between the Federal Government and
Indian tribes, or on the distribution of
power and responsibilities between the
Federal Government and Indian tribes.

Energy Effects

We have analyzed this rule under
Executive Order 13211, Actions
Concerning Regulations That
Significantly Affect Energy Supply,
Distribution, or Use. We have
determined that it is not a “‘significant
energy action” under that order because
it is not a ““significant regulatory action”
under Executive Order 12866 and is not
likely to have a significant adverse effect
on the supply, distribution, or use of
energy. It has not been designated by the
Administrator of the Office of

Information and Regulatory Affairs as a
significant energy action. Therefore, it
does not require a Statement of Energy
Effects under Executive Order 13211.

Environment

We have considered the
environmental impact of this rule and
conclude that under figure 2—1,
paragraph 34(g) of Commandant
Instruction M16475.1D, this rule is
categorically excluded from further
environmental documentation. A
“Categorical Exclusion Determination”
is available in the docket for inspection
or copying where indicated under
ADDRESSES.

List of Subjects in 33 CFR Part 165

Harbors, Marine safety, Navigation
(water), Reporting and record keeping
requirements, Security measures,
Waterways.

» For the reasons discussed in the pre-
amble, the Coast Guard amends 33 CFR
part 165 as follows:

PART 165—REGULATED NAVIGATION
AREAS AND LIMITED ACCESS AREAS

» 1. The authority citation for Part 165
continues to read as follows:

Authority: 33 U.S.C. 1231; 50 U.S.C. 191;
33 CFR 1.05-1(g), 6.04-1, 6.04—6 and 160.5;
Department of Homeland Security Delegation
No. 0170.

m 2. Add §165.1313 to read as follows:

§165.1313 Security Zone Regulations,
Tank Ship Protection, Puget Sound and
adjacent waters, Washington

(a) Notice of enforcement or
suspension of enforcement. The tank
ship security zone established by this
section will be enforced only upon
notice by the Captain of the Port Puget
Sound. Captain of the Port Puget Sound
will cause notice of the enforcement of
the tank ship security zone to be made
by all appropriate means to effect the
widest publicity among the affected
segments of the public including
publication in the Federal Register as
practicable, in accordance with 33 CFR
165.7(a). Such means of notification
may also include but are not limited to,
Broadcast Notice to Mariners or Local
Notice to Mariners. The Captain of the
Port Puget Sound will issue a Broadcast
Notice to Mariners and Local Notice to
Mariners notifying the public when
enforcement of the tank ship security
zone is suspended.

(b) The following definitions apply to
this section:

(1) Federal Law Enforcement Officer
means any employee or agent of the
United States government who has the
authority to carry firearms and make

warrantless arrests and whose duties
involve the enforcement of criminal
laws of the United States.

(2) Navigable waters of the United
States means those waters defined as
such in 33 CFR part 2.

(3) Navigation Rules means the
Navigation Rules, International-Inland.

(4) Official patrol means those
persons designated by the Captain of the
Port to monitor a tank ship security
zone, permit entry into the zone, give
legally enforceable orders to persons or
vessels with in the zone and take other
actions authorized by the Captain of the
Port. Persons authorized in paragraph
(k) to enforce this section are designated
as the official patrol.

(5) Public vessel means vessels
owned, chartered, or operated by the
United States, or by a State or political
subdivision thereof.

(6) Tank ship security zone is a
regulated area of water, established by
this section, surrounding tank ships for
a 500-yard radius that is necessary to
provide for the security of these vessels.

(7) Tank ship means a self-propelled
tank vessel that is constructed or
adapted primarily to carry oil or
hazardous material in bulk as cargo or
cargo residue in the cargo spaces. The
definition of tank ship does not include
tank barges.

(8) Washington Law Enforcement
Officer means any General Authority
Washington Peace Officer, Limited
Authority Washington Peace Officer, or
Specially Commissioned Washington
Peace Officer as defined in Revised
Code of Washington section 10.93.020.

(c) Security zone: There is established
a tank ship security zone extending for
a 500-yard radius around all tank ships
located in the navigable waters of the
United States in Puget Sound, WA, east
of 123 degrees, 30 minutes West
Longitude. [Datum: NAD 1983]

(d) Compliance: The tank ship
security zone established by this section
remains in effect around tank ships at
all times, whether the tank ship is
underway, anchored, or moored. Upon
notice of enforcement by the Captain of
the Port Puget Sound, the Coast Guard
will enforce the tank ship security zone
in accordance with rules set out in this
section. Upon notice of suspension of
enforcement by the Captain of the Port
Puget Sound, all persons and vessels are
authorized to enter, transit, and exit the
tank ship security zone, consistent with
the Navigation Rules.

(e) The Navigation Rules shall apply
at all times within a tank ship security
zone.

(f) When within a tank ship security
zone all vessels shall operate at the
minimum speed necessary to maintain a
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safe course and shall proceed as
directed by the on-scene official patrol
or tank ship master. No vessel or person
is allowed within 100 yards of a tank
ship, unless authorized by the on-scene
official patrol or tank ship master.

(g) To request authorization to operate
within 100 yards of a tank ship, contact
the on-scene official patrol or tank ship
master on VHF-FM channel 16 or 13.

(h) When conditions permit, the on-
scene official patrol or tank ship master
should:

(1) Permit vessels constrained by their
navigational draft or restricted in their
ability to maneuver to pass within 100
yards of a tank ship in order to ensure
a safe passage in accordance with the
Navigation Rules;

(2) Permit commercial vessels
anchored in a designated anchorage area
to remain at anchor when within 100
yards of a passing tank ship; and

(3) Permit vessels that must transit via
a navigable channel or waterway to pass
within 100 yards of a moored or
anchored tank ship with minimal delay
consistent with security.

(i) Exemption. Public vessels as
defined in paragraph (b) of this section
are exempt from complying with
paragraphs (c), (d), (f), (g), (h), (j), and
(k) of this section.

(j) Exception. 33 CFR Part 161
promulgates Vessel Traffic Service
regulations. Measures or directions
issued by Vessel Traffic Service Puget
Sound pursuant to 33 CFR Part 161
shall take precedence over the
regulations in this section.

(k) Enforcement. Any Coast Guard
commissioned, warrant or petty officer
may enforce the rules in this section. In
the navigable waters of the United
States to which this section applies,
when immediate action is required and
representatives of the Coast Guard are
not present or not present in sufficient
force to provide effective enforcement of
this section in the vicinity of a tank
ship, any Federal Law Enforcement
Officer or Washington Law Enforcement
Officer may enforce the rules contained
in this section pursuant to 33 CFR
§6.04—11. In addition, the Captain of
the Port may be assisted by other
federal, state or local agencies in
enforcing this section.

Dated: March 20, 2003.
Danny Ellis,

Captain, Coast Guard, Captain of the Port,
Puget Sound.

[FR Doc. 03—-7548 Filed 3—28-03; 8:45 am]
BILLING CODE 4910-15-P

DEPARTMENT OF HOMELAND
SECURITY

Coast Guard

33 CFR Part 165
[CGD13-03-003]
RIN 1625-AA00

Security and Safety Zone: Protection
of Large Passenger Vessels, Puget
Sound, WA

AGENCY: Coast Guard, DHS.

ACTION: Temporary final rule; request for
comments.

SUMMARY: Increases in the Coast Guard’s
maritime security posture necessitate
establishing temporary regulations for
the safety and security of large
passenger vessels in the navigable
waters of Puget Sound and adjacent
waters, Washington. This security and
safety zone will provide for the
regulation of vessel traffic in the vicinity
of large passenger vessels in the
navigable waters of the United States.

DATES: This temporary rule is effective
February 8, 2003, until August 8, 2003.
Comments and related material must
reach the Coast Guard on or before April
30, 2003.

ADDRESSES: You may mail comments
and related material to Marine Safety
Office Puget Sound, 1519 Alaskan Way
South, Seattle, Washington 98134.
Marine Safety Office Puget Sound
maintains the public docket [CGD13—
03-003] for this rulemaking. Comments
and material received from the public,
as well as documents indicated in this
preamble as being available in the
docket, will become part of this docket
and will be available for inspection or
copying at Marine Safety Office Puget
Sound between 8 a.m. and 4 p.m.,
Monday through Friday, except Federal
holidays.

FOR FURTHER INFORMATION CONTACT:
LTJGR. S. Teague, c/o Captain of the
Port Puget Sound, 1519 Alaskan Way
South, Seattle, WA 98134, (206) 217—
6232.

SUPPLEMENTARY INFORMATION:
Request for Comments

We encourage you to participate in
this rulemaking by submitting
comments and related material. If you
do so, please include your name and
address, identify the docket number for
this rulemaking (CGD13—-03-003),
indicate the specific section of this
document to which each comment
applies, and give the reason for each
comment. Please submit all comments

and related material in an unbound
format, no larger than 82 by 11 inches,
suitable for copying. If you would like
to know they reached us, please enclose
a stamped, self-addressed postcard or
envelope. We will consider all
comments and material received during
the comment period. We may change
this temporary final rule in view of
them.

Regulatory Information

We did not publish a notice of
proposed rulemaking (NPRM) for this
regulation. Under 5 U.S.C. 553(b)(B) and
5 U.S.C. 553(d)(3), the Coast Guard finds
that good cause exists for not publishing
an NPRM and for making this rule
effective less than 30 days after
publication in the Federal Register.
Publishing a NPRM would be contrary
to public interest since immediate
action is necessary to safeguard large
passenger vessels from sabotage, other
subversive acts, or accidents. If normal
notice and comment procedures were
followed, this rule would not become
effective soon enough to provide
immediate protection to large passenger
vessels from the threats posed by hostile
entities and would compromise the vital
national interest in protecting maritime
transportation and commerce. The
security and safety zone in this
regulation has been carefully designed
to minimally impact the public while
providing a reasonable level of
protection for large passenger vessels.
For these reasons, following normal
rulemaking procedures in this case
would be impracticable, unnecessary,
and contrary to the public interest.

Background and Purpose

Recent events highlight the fact that
there are hostile entities operating with
the intent to harm U.S. National
Security. The President has continued
the national emergencies he declared
following the September 11, 2001
terrorist attacks (67 FR 58317 (Sept. 13,
2002) (continuing national emergency
with respect to terrorist attacks)), 67 FR
59447 (Sept. 20, 2002) (continuing
national emergency with respect to
persons who commit, threaten to
commit or support terrorism)). The
President also has found pursuant to
law, including the Act of June 15, 1917,
as amended August 9, 1950, by the
Magnuson Act (50 U.S.C. 191 et. seq.),
that the security of the United States is
and continues to be endangered
following the attacks (E.O. 13,273, 67 FR
56215 (Sept. 3, 2002) (security
endangered by disturbances in
international relations of U.S. and such
disturbances continue to endanger such
relations)).
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The Coast Guard, through this action,
intends to assist large passenger vessels
by establishing a security and safety
zone to exclude persons and vessels
from the immediate vicinity of all large
passenger vessels. Entry into this zone
will be prohibited unless authorized by
the Captain of the Port or his designee.
The Captain of the Port may be assisted
by other federal, state, or local agencies.

Discussion of Rule

This rule, for safety and security
concerns, controls vessel movement in a
regulated area surrounding large
passenger vessels. For the purpose of
this regulation, a large passenger vessel
means any vessel over 100 feet in length
(33 meters) carrying passengers for hire
including, but not limited to, cruise
ships, auto ferries, passenger ferries, and
excursion vessels. All vessels within
500 yards of large passenger vessels
shall operate at the minimum speed
necessary to maintain a safe course, and
shall proceed as directed by the official
patrol. No vessel, except a public vessel
(defined below), is allowed within 100
yards of a large passenger vessel, unless
authorized by the on-scene official
patrol or large passenger vessel master.
Vessels requesting to pass within 100
yards of a large passenger vessel shall
contact the on-scene official patrol or
large passenger vessel master on VHF—
FM channel 16 or 13. The on-scene
official patrol or large passenger vessel
master may permit vessels that can only
operate safely in a navigable channel to
pass within 100 yards of a large
passenger vessel in order to ensure a
safe passage in accordance with the
Navigation Rules. In addition, measures
or directions issued by Vessel Traffic
Service Puget Sound pursuant to 33 CFR
part 161 shall take precedence over the
regulations in this temporary final rule.
Similarly, commercial vessels anchored
in a designated anchorage area may be
permitted to remain at anchor within
100 yards of passing large passenger
vessels. Public vessels for the purpose of
this Temporary Final Rule are vessels
owned, chartered, or operated by the
United States, or by a State or political
subdivision thereof.

Regulatory Evaluation

This rule is not a “significant
regulatory action” under section 3(f) of
Executive Order 12866, Regulatory
Planning and Review, and does not
require an assessment of potential costs
and benefits under section 6(a)(3) of that
Order. The Office of Management and
Budget has not reviewed it under that
Order. It is not “‘significant” under the
regulatory policies and procedures of

the Department of Homeland Security
(DHS).

We expect the economic impact of
this proposed rule to be so minimal that
a full Regulatory Evaluation under
paragraph 10e of the regulatory policies
and procedures of DOT is unnecessary.

Although this regulation restricts
access to the regulated area, the effect of
this regulation will not be significant
because: (i) Individual large passenger
vessel security and safety zones are
limited in size; (ii) the on-scene official
patrol or large passenger vessel master
may authorize access to the large
passenger vessel security and safety
zone; (iii) the large passenger vessel
security and safety zone for any given
transiting large passenger vessel will
effect a given geographical location for
a limited time; and (iv) the Coast Guard
will make notifications via maritime
advisories so mariners can adjust their
plans accordingly.

Small Entities

Under the Regulatory Flexibility Act
(5 U.S.C. 601-612), we have considered
whether this rule would have a
significant economic impact on a
substantial number of small entities.
The term “small entities” comprises
small businesses, not-for-profit
organizations that are independently
owned and operated and are not
dominant in their fields, and
governmental jurisdictions with
populations of less than 50,000.

The Coast Guard certifies under 5
U.S.C. 605(b) that this rule will not have
a significant economic impact on a
substantial number of small entities.

This rule may affect the following
entities, some of which may be small
entities: The owners or operators of
vessels intending to operate near or
anchor in the vicinity of large passenger
vessels in the navigable waters of the
United States to which this rule applies.

This temporary regulation will not
have a significant economic impact on
a substantial number of small entities
for the following reasons: (i) Individual
large passenger vessel security and
safety zones are limited in size; (ii) the
on-scene official patrol or large
passenger vessel master may authorize
access to the large passenger vessel
security and safety zone; (iii) the
passenger vessel security and safety
zone for any given transiting large
passenger vessel will affect a given
geographic location for a limited time;
and (iv) the Coast Guard will make
notifications via maritime advisories so
mariners can adjust their plans
accordingly.

Assistance for Small Entities

Under section 213(a) of the Small
Business Regulatory Enforcement
Fairness Act of 1996 (Pub. L. 104—121),
we want to assist small entities in
understanding this proposed rule so that
they can better evaluate its effects on
them and participate in the rulemaking.
If the rule would affect your small
business, organization, or governmental
jurisdiction and you have questions
concerning its provisions or options for
compliance, please contact one of the
points of contact listed under FOR
FURTHER INFORMATION CONTACT.

Small businesses may send comments
on the actions of Federal employees
who enforce, or otherwise determine
compliance with, Federal regulations to
the Small Business and Agriculture
Regulatory Enforcement Ombudsman
and the Regional Small Business
Regulatory Fairness Boards. The
Ombudsman evaluates these actions
annually and rates each agency’s
responsiveness to small business. If you
wish to comment on actions by
employees of the Coast Guard, call 1—
888—REG—FAIR (1-888-734—-3247).

Collection of Information

This rule calls for no new collection
of information under the Paperwork
Reduction Act of 1995 (44 U.S.C. 3501—
3520).

Federalism

A rule has implications for federalism
under Executive Order 13132,
Federalism, if it has a substantial direct
effect on State or local governments and
would either preempt State law or
impose a substantial direct cost of
compliance on them. We have analyzed
this rule under that Order and have
determined that it does not have
implications for federalism.

Unfunded Mandates Reform Act

The Unfunded Mandates Reform Act
of 1995 (2 U.S.C. 1531-1538) requires
Federal agencies to assess the effects of
their discretionary regulatory actions. In
particular, the Act addresses actions
that may result in the expenditure by a
State, local, or tribal government, in the
aggregate, or by the private sector of
$100,000,000 or more in any one year.
Though this rule will not result in such
an expenditure, we do discuss the
effects of this rule elsewhere in this
preamble.

Taking of Private Property

This rule will not effect a taking of
private property or otherwise have
taking implications under Executive
Order 12630, Governmental Actions and
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Interference with Constitutionally
Protected Property Rights.

Civil Justice Reform

This rule meets applicable standards
in sections 3(a) and 3(b)(2) of Executive
Order 12988, Civil Justice Reform, to
minimize litigation, eliminate
ambiguity, and reduce burden.

Protection of Children

We have analyzed this rule under
Executive Order 13045, Protection of
Children from Environmental Health
Risks and Safety Risks. This rule is not
an economically significant rule and
does not create an environmental risk to
health or risk to safety that may
disproportionately affect children.

Indian Tribal Governments

The Coast Guard recognizes the rights
of Native American Tribes under the
Stevens Treaties. Moreover, the Coast
Guard is committed to working with
Tribal Governments to implement local
policies to mitigate tribal concerns.
Given the flexibility of the Temporary
Final Rule to accommodate the special
needs of mariners in the vicinity of large
passenger vessels and the Coast Guard’s
commitment to working with the Tribes,
we have determined that passenger
vessel security and fishing rights
protection need not be incompatible and
therefore have determined that this
Temporary Final Rule does not have
tribal implications under Executive
Order 13175, Consultation and
Coordination with Indian Tribal
Governments, because it does not have
a substantial direct effect on one or
more Indian tribes, on the relationship
between the Federal Government and
Indian tribes, or on the distribution of
power and responsibilities between the
Federal Government and Indian tribes.
Nevertheless, Indian Tribes that have
questions concerning the provisions of
this Temporary Final Rule or options for
compliance are encouraged to contact
the point of contact listed under FOR
FURTHER INFORMATION CONTACT.

Energy Effects

We have analyzed this rule under
Executive Order 13211, Actions
Concerning Regulations That
Significantly Affect Energy Supply,
Distribution, or Use. We have
determined that it is not a “significant
energy action” under that order because
it is not a ““significant regulatory action”
under Executive Order 12866 and is not
likely to have a significant adverse effect
on the supply, distribution, or use of
energy. It has not been designated by the
Administrator of the Office of
Information and Regulatory Affairs as a

significant energy action. Therefore, it
does not require a Statement of Energy
Effects under Executive Order 13211.

Environment

The Coast Guard’s preliminary review
indicates this temporary rule is
categorically excluded from further
environmental documentation under
figure 2—1, paragraph 34(g) of
Commandant Instruction M16475.1D. As
an emergency action, the Environmental
Analysis, requisite regulatory
consultations, and Categorical Exclusion
Determination will be prepared and
submitted after establishment of this
temporary passenger vessel security
zone, and will be available in the
docket. This temporary rule ensures the
safety and security of large passenger
vessels. All standard environmental
measures remain in effect. The
Categorical Exclusion Determination
will be made available in the docket for
inspection or copying where indicated
under ADDRESSES.

List of Subjects in 33 CFR part 165

Harbors, Marine safety, Navigation
(water), Reporting and record keeping
requirements, Security measures,
Waterways.

= For the reasons discussed in the pre-
amble, the Coast Guard amends 33 CFR
part 165 as follows:

PART 165—REGULATED NAVIGATION
AREAS AND LIMITED ACCESS AREAS

» 1. The authority citation for Part 165
continues to read as follows:

Authority: 33 U.S.C. 1231; 50 U.S.C. 191;
33 CFR 1.05-1(g), 6.04-1, 6.04—6 and 160.5;
Department of Homeland Security Delegation
No. 0170.

» 2. From February 8, 2003, until August
8, 2003, temporary § 165.T13-002 is
added to read as follows:

§165.T13-002 Security and Safety Zone

Large Passenger Vessel Protection,
Puget Sound and adjacent waters,
Washington.

(a) The following definitions apply to
this section:

(1) Federal Law Enforcement Officer
means any employee or agent of the
United States government who has the
authority to carry firearms and make
warrantless arrests and whose duties
involve the enforcement of criminal
laws of the United States.

(2) Large passenger vessel means any
vessel over 100 feet in length (33
meters) carrying passengers for hire
including, but not limited to, cruise
ships, auto ferries, passenger ferries, and
excursion vessels.

(3) Large passenger vessel security
and safety zone is a regulated area of
water, established by this section,
surrounding large passenger vessels for
a 500 yard radius, that is necessary to
provide for the security and safety of
these vessels.

(4) Navigable waters of the United
States means those waters defined as
such in 33 CFR part 2.

(5) Navigation Rules means the
Navigation Rules, International-Inland.

(6) Official patrol means those
persons designated by the Captain of the
Port to monitor a large passenger vessel
security and safety zone, permit entry
into the zone, give legally enforceable
orders to persons or vessels within the
zone and take other actions authorized
by the Captain of the Port. Persons
authorized to enforce this section are
designated as the official patrol.

(7) Public vessel means vessels
owned, chartered, or operated by the
United States, or by a State or political
subdivision thereof.

(8) Washington Law Enforcement
Officer means any General Authority
Washington Peace Officer, Limited
Authority Washington Peace Officer, or
Specially Commissioned Washington
Peace Officer as defined in Revised
Code of Washington section 10.93.020.

(b) Security and safety zone. There is
established a large passenger vessel
security and safety zone extending for a
500 yard radius around all large
passenger vessels located in the
navigable waters of the United States in
Puget Sound, WA, east of 123 degrees,
30 minutes West Longitude. [Datum:
NAD 1983]

(c) The large passenger vessel security
and safety zone established by this
section remains in effect at all times,
whether the large passenger vessel is
underway, anchored, or moored.

(d) The Navigation Rules shall apply
at all times within a large passenger
vessel security and safety zone.

(e) All vessels within a large
passenger vessel security and safety
zone shall operate at the minimum
speed necessary to maintain a safe
course and shall proceed as directed by
the on-scene official patrol or large
passenger vessel master. No vessel or
person is allowed within 100 yards of a
large passenger vessel, unless
authorized by the on-scene official
patrol or large passenger vessel master.

(f) To request authorization to operate
within 100 yards of a large passenger
vessel, contact the on-scene official
patrol or large passenger vessel master
on VHF-FM channel 16 or 13.

(g) When conditions permit, the on-
scene official patrol or large passenger
vessel master should:
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(1) Permit vessels constrained by their
navigational draft or restricted in their
ability to maneuver to pass within 100
yards of a large passenger vessel in
order to ensure a safe passage in
accordance with the Navigation Rules;
and

(2) Permit commercial vessels
anchored in a designated anchorage area
to remain at anchor within 100 yards of
a passing large passenger vessel; and

(3) Permit vessels that must transit via
a navigable channel or waterway to pass
within 100 yards of a moored or
anchored large passenger vessel with
minimal delay consistent with security.

(h) When a large passenger vessel
approaches within 100 yards of a vessel
that is moored, or anchored in a
designated anchorage, the stationary
vessel must stay moored or anchored
while it remains with in the large
passenger vessel’s safety and security
zone unless it is either ordered by, or
given permission by the Captain of the
Port Puget Sound, his designated
representative or the on-scene official
patrol to do otherwise.

(i) Exemption. Public vessels as
defined in paragraph (a) of this section
are exempt from complying with
paragraphs (e), (), (g), (h), (j), (k), and
(L) of this section.

(j) Exception. 33 CFR Part 161
promulgates Vessel Traffic Service
regulations. Measures or directions
issued by Vessel Traffic Service Puget
Sound pursuant to 33 CFR Part 161
shall take precedence over the
regulations in this section.

(k) Enforcement. Any Coast Guard
commissioned, warrant or petty officer
may enforce the rules in this section.
When immediate action is required and
representatives of the Coast Guard are
not present or not present in sufficient
force to exercise effective control in the
vicinity of a large passenger vessel, any
Federal Law Enforcement Officer or
Washington Law Enforcement Officer
may enforce the rules contained in this
section pursuant to 33 CFR 6.04-11. In
addition, the Captain of the Port may be
assisted by other federal, state or local
agencies in enforcing this section.

(1) Waiver. The Captain of the Port
Puget Sound may waive any of the
requirements of this section for any
vessel or class of vessels upon finding
that a vessel or class of vessels,
operational conditions or other
circumstances are such that application
of this section is unnecessary or
impractical for the purpose of port
security, safety or environmental safety.

Dated: February 8, 2003.
Danny Ellis,

Captain, Coast Guard, Captain of the Port,
Puget Sound.

[FR Doc. 03-7546 Filed 3—28-03; 8:45 am]
BILLING CODE 4910-15-P

NATIONAL SCIENCE FOUNDATION

45 CFR Part 674
RIN 3145-AA40

Antarctic Meteorites

AGENCY: National Science Foundation
(NSF).
ACTION: Final rule.

SUMMARY: NSF is issuing a final rule that
authorizes the collection of meteorites
in Antarctica for scientific research
purposes only. In addition, the
regulations provide requirements for
appropriate collection, handling, and
curation of Antarctic meteorites to
preserve their scientific value. These
regulations implement Article 7 of the
Protocol on Environmental Protection to
the Antarctic Treaty and are issued
pursuant to Section 6 of the Antarctic
Conservation Act, as amended by the
Antarctic Science, Tourism and
Conservation Act of 1996.

DATES: The rule is effective April 30,
2003.

FOR FURTHER INFORMATION CONTACT:
Anita Eisenstadt, Office of the General
Counsel, at 703—-292-8060.
SUPPLEMENTARY INFORMATION: On August
27, 2002, the NSF published a proposed
rule authorizing the collection of
meteorites in Antarctica for scientific
research purposes only. NSF invited
public comments on the proposed rule.
NSF received nine comments on the
proposed rule. All of the commenters
were supportive of the proposed rule.

One of the commenters suggested that
NSF revise § 674.5(3)(ii) to recognize
that in some cases, a meteorite will not
belong to any well-established
classification. NSF agrees with this
comment and has revised the language
accordingly.

Another commenter requested
clarification whether or not meteorites
are considered mineral resources. As
noted in the preamble to the proposed
rule, the authority for this rule derives
from Article 7 of the Protocol on
Environmental Protection to the
Antarctic Treaty which states that “any
activity relating to mineral resources,
other than scientific research, shall be
prohibited.” These regulations
implement this provision of the Protocol
with respect to meteorites.

The same commenter raised concerns
that the definition of expedition would
enable U.S. citizens to avoid application
of the rule by organizing expeditions to
Antarctica in a foreign country. NSF
notes that the restriction in § 674.4
against collecting meteorites in
Antarctic for other than scientific
research purposes applies to any person
subject to the jurisdiction of the U.S.
This provision would extend to U.S.
citizens collecting meteorites in
Antarctica, regardless of the location
from which the expedition is organized.
Consistent with other regulations
implementing U.S. obligations under
the Antarctic Treaty, the more detailed
requirements for preparation and plans
and submissions of information to NSF
are limited to expeditions for which the
United States is required to provide
advance notification under the Antarctic
Treaty. NSF believes that this obligation
is appropriately apportioned.

Another commenter expressed
concern that the exception for
serendipitous finds could result in
meteorites “fall[ing] through the
regulatory cracks before arriving at a
curation site.” Section 674.7 provides
that serendipitous finds must be
handled in a manner that minimizes
contamination and must otherwise be
documented in accordance with the
requirements of § 674.5. This approach
recognizes that serendipitous finds will
occur and assures that the opportunity
to collect these specimens for scientific
purposes is not lost. NSF believes that
the requirement for documenting and
curating serendipitous finds provides an
appropriate mechanism for adequately
and accurately tracking Antarctic
meteorites.

Another commenter suggested
technical revisions to the handling
requirements in Section 674.5 (b)(1) to
reflect current research laboratory
practices. These revisions have been
adopted in the final regulation. All other
comments were appropriately
considered in the promulgation of this
final rule.

Determinations

NSF has determined, under the
criteria set forth in Executive Order
12866, that this rule is not a significant
regulatory action requiring review by
the Office of Information and Regulatory
Affairs. The rule is not a major rule
under the Congressional Review Act.
The Unfunded Mandate Reform Act of
1995 (Pub. L. 104—4), in sections 202
and 205, requires that agencies prepare
analytic statements before proposing
any rule that may result in annual
expenditures of $100 million by State,
local, Indian Tribal governments, or the
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private sector. Since this rule will not
result in expenditures of this
magnitude, it is hereby certified that
such statements are not necessary. As
required by the Regulatory Flexibility
Act, it is hereby certified this rule will
not have significant impact on a
substantial number of small businesses.

The Paperwork Reduction Act of 1995
(44 U.S.C. 3501 et seq.) and its
implementing regulations, 5 CFR part
1320, do not apply to the rule because
there are less than ten U.S. entities
which annually organize expeditions to
Antarctica for the purpose of collecting
meteorites. Finally, NSF has reviewed
this rule in light of section 2 of
Executive Order 12778 and I certify for
the National Science Foundation that
this rule meets the applicable standards
provided in sections 2(a) and 2(b) of that
order.

List of Subjects in 45 CFR Part 674

Antarctica, Meteorites, Research.

Dated: March 24, 2003.
Amy Northcutt,
Deputy General Counsel, National Science
Foundation.

For the reasons set forth in the
preamble, the National Science
Foundation is adding 45 CFR part 674
to read as follows:

PART 674—ANTARCTIC METEORITES

Sec.
674.1
674.2

Purpose of regulations.

Scope and applicability.

674.3 Definitions.

674.4 Restrictions on collection of
meteorites in Antarctica.

674.5 Requirements for collection,
handling, documentation and curation of
Antarctic meteorites.

674.6 Submission of information to NSF.

674.7 Exception for serendipitous finds.

Authority: 16 U.S.C. 2401 et seq.

§674.1 Purpose of regulations.

The purpose of the regulations in this
part is to implement the Antarctic
Conservation Act of 1978, as amended
by the Antarctic Science, Tourism and
Conservation Act of 1996, (16 U.S.C
2401 et seq.), and Article 7 of the
Protocol on Environmental Protection to
the Antarctic Treaty done at Madrid on
October 4, 1991. Specifically, this part
is designed to ensure meteorites in
Antarctica will be collected for
scientific research purposes only and
that U.S. expedition organizers to
Antarctica who plan to collect
meteorites in Antarctica will ensure that
any specimens collected will be
properly collected, handled,
documented and curated to preserve
their scientific value.

§674.2 Scope and applicability.

This part applies to any person who
collects meteorites in Antarctica. The
requirements of § 674.5 apply to any
person organizing an expedition to or
within Antarctica for which the United
States is required to give advance notice
under Paragraph (5) of Article VII of the
Antarctic Treaty where one of the
purposes of the expedition is to collect
meteorites in Antarctica. The
requirements in this part only apply to
the collection of meteorites in
Antarctica after April 30, 2003.

8§674.3 Definitions.

In this part:

Antarctica means the area south of 60
degrees south latitude.

Expedition means an activity
undertaken by one or more persons
organized within or proceeding from the
United States to or within Antarctica for
which advance notification is required
under Paragraph 5 of Article VII of the
Antarctic Treaty.

Incremental cost is the extra cost
involved in sharing the samples with
other researchers. It does not include
the initial cost of collecting the
meteorites in Antarctica or the cost of
maintaining the samples in a curatorial
facility.

Person has the meaning given that
term in section 1 of title 1, United States
Code, and includes any person subject
to the jurisdiction of the United States.

8674.4 Restrictions on collection of
meteorites in Antarctica.

No person may collect meteorites in
Antarctica for other than scientific
research purposes.

8§674.5 Requirements for collection,
handling, documentation, and curation of
Antarctic meteorites.

(a) Any person organizing an
expedition to or within Antarctica,
where one of the purposes of the
expedition is to collect meteorites in
Antarctica, shall ensure that the
meteorites will be properly collected,
documented, handled, and curated to
preserve their scientific value. Curation
includes making specimens available to
bona fide scientific researchers on a
timely basis, in accordance with
specified procedures.

(b) Expedition organizers described in
paragraph (a) of this section shall
develop and implement written
procedures for the collection,
documentation, and curation of
specimens which include the following
components:

(1) Handling requirements. Handling
procedures shall ensure that the
specimens are properly labeled and

handled to minimize the potential for
contamination from the point of
collection to the point of curation. At a
minimum, handling procedures shall
include:

(i) Handling the samples with clean
Teflon or polyethylene coated
implements or stainless steel
implements (or equivalent);

(ii) Double bagging of samples in
Teflon or polyethylene (or equivalent)
bags;

(iii) A unique sample identifier
included with the sample;

(iv) Keeping the samples frozen at or
below —15 °C until opened and thawed
in a clean laboratory setting at the
curation facility; and

(v) Thawing in a clean, dry, non-
reactive gas environment, such as
nitrogen or argon.

(2) Sample documentation.
Documentation for each specimen, that
includes, at a minimum:

(i) A unique identifier for the sample;

(ii) The date of find;

(iii) The date of collection (if different
from date of find);

(iv) The latitude and longitude to
within 500 meters of the location of the
find and the name of the nearest named
geographical feature;

(v) The name, organizational
affiliation, and address of the finder or
the expedition organizer;

(vi) A physical description of the
specimen and of the location of the find;
and

(vii) Any observations of the
collection activity, such as potential
contamination of the specimen.

(3) Curation. Make prior arrangements
to ensure that any specimens collected
in Antarctica will be maintained in a
curatorial facility that will:

(i) Preserve the specimens in a
manner that precludes chemical or
physical degradation;

(ii) Produce an authoritative
classification for meteorites that can be
shown to belong to a well-established
chemical and petrological group, and
provide appropriate descriptions for
those meteorites that cannot be shown
to belong to an established chemical and
petrological group;

(iii) Develop and maintain curatorial
records associated with the meteorites
including collection information,
authoritative classification, total known
mass, information about handling and
sample preparation activities that have
been performed on the meteorite, and
sub-sample information;

(iv) Submit an appropriate summary
of information about the meteorites to
the Antarctic Master Directory via the
National Antarctic Data Coordination
Center as soon as possible, but no later
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than two years after receipt of samples
at the curatorial facility;

(v) Submit information on
classification of the meteorite to an
internationally recognized meteorite
research catalog, such as the “Catalogue
of Meteorites” published by the Natural
History Museum of London or the
“Meteoritical Bulletin” published by the
Meteoritical Society;

(vi) Specify procedures by which
requests for samples by bonafide
scientific researchers will be handled;

(vii) Make samples available to
bonafide scientific researchers at no
more than incremental cost and within
a reasonable period of time; and

(viii) In the event that the initial
curatorial facility is no longer in a
position to provide curation services for
the specimens, or believes that the
meteorites no longer merit curation, it
shall consult with the National Science
Foundation’s Office of Polar Programs to
identify another appropriate curatorial
facility, or to determine another
appropriate arrangement.

8§674.6 Submission of information to NSF.

A copy of the written procedures
developed by expedition organizers
pursuant to § 674.5(b) shall be furnished
to the National Science Foundation’s
Office of Polar Programs at a minimum
of 90 days prior to the planned
departure date of the expedition for
Antarctica. NSF shall publish a notice of
availability of the plan in the Federal
Register that provides for a 15 day
comment period. NSF shall evaluate the
procedures in the plan to determine if
they are sufficient to ensure that the
meteorites will be properly collected,
handled, documented, and curated. NSF
shall provide comments on the
adequacy of the plan within 45 days of
receipt. If NSF advises the expedition
organizer that the procedures satisfy the
requirements of § 674.5 and the
procedures are implemented, the
expedition organizer will have satisfied
the requirements of this part.

§674.7 Exception for serendipitous finds.

A person who makes a serendipitous
discovery of a meteorite in Antarctica
which could not have been reasonably
anticipated, may collect the meteorite
for scientific research purposes,
provided that the meteorite is collected
in the manner most likely to prevent
contamination under the circumstances,
and provided that the meteorite is
otherwise handled, documented and
curated in accordance with the
requirements of § 674.5.

[FR Doc. 03-7607 Filed 3—28-03; 8:45 am]
BILLING CODE 7555-01-P

DEPARTMENT OF DEFENSE

48 CFR Parts 202, 204, 207, 239, 250,
and 252 and Appendix G to Chapter 2

Defense Federal Acquisition
Regulation Supplement; Technical
Amendments

AGENCY: Department of Defense (DoD).
ACTION: Final rule.

SUMMARY: DoD is making technical
amendments to the Defense Federal
Acquisition Regulation Supplement to
update activity names and addresses,
references, and administrative
information.

EFFECTIVE DATE: March 31, 2003.

FOR FURTHER INFORMATION CONTACT: Ms.
Michele Peterson, Defense Acquisition
Regulations Council,
OUSD(AT&L)DPAP(DAR), IMD 3C132,
3062 Defense Pentagon, Washington, DC
20301-3062. Telephone (703) 602—0311;
facsimile (703) 602—0350.

List of Subjects in 48 CFR Parts 202,
204, 207, 239, 250, and 252

Government procurement.

Michele P. Peterson,

Executive Editor, Defense Acquisition
Regulations Council.

» Therefore, 48 CFR parts 202, 204, 207,
239, 250, and 252 and Appendix G to
chapter 2 are amended as follows:

» 1. The authority citation for 48 CFR
Parts 202, 204, 207, 239, 250, and 252
and Appendix G to subchapter I con-
tinues to read as follows:

Authority: 41 U.S.C. 421 and 48 CFR
chapter 1.

PART 202—DEFINITIONS OF WORDS
AND TERMS

202.101 [Amended]

m 2. Section 202.101 is amended in the
definition of “Contracting activity”,
under the heading “AIR FORCE”, by
adding, after the entry “Air Force Mate-
riel Command”, the entry “Air Force
Reserve Command”.

PART 204—ADMINISTRATIVE
MATTERS

= 3. Section 204.7202-1 is amended by
revising paragraph (b)(2)(i)(D) to read as
follows:

204.7202-1 CAGE codes.

(b)
(2)
(i)
(D) The Internet to access the CAGE
Lookup Server at http://
www.dlis.dla.mil/cage_welcome.asp.

* % %
* k%
* *x %

PART 207—ACQUISITION PLANNING

= 4. Section 207.103 is amended by
revising paragraph (h)(i)(A) to read as fol-
lows:

207.103 Agency-head responsibilities.
* * * * *

(h) EE

(i) * % %

(A) Must submit the acquisition plan
to the SMCA at the following address:
Program Executive Officer,
Ammunition, ATTN: SFAE-AMO,
Building 171, Picatinny Arsenal, NJ
07806—5000. Telephone: Commercial
(973) 724-7101; DSN 880-7101;

* * * * *

PART 239—ACQUISITION OF
INFORMATION TECHNOLOGY

239.7302 [Amended]

= 5. Section 239.7302 is amended in
paragraph (b)(2)(ii), in the second sen-
tence, by adding, after ‘“Program”, the
parenthetical “(DARMP)”.

PART 250—EXTRAORDINARY
CONTRACTUAL ACTIONS

250.102-70 [Amended]

= 6. Section 250.102-70 is amended by
removing ‘“2410b” and adding in its
place “2410(b)”.

PART 252—SOLICITATION
PROVISIONS AND CONTRACT
CLAUSES

252.232-7003 [Amended]

= 7. Section 252.232-7003 is amended in
paragraph (a)(2), in the second sentence,
by removing “Facsmile” and adding in
its place “Facsimile”.

APPENDIX G—ACTIVITY ADDRESS
NUMBERS

= 8. Appendix G to Chapter 2 is amended
in Part 2, by adding, in alpha-numerical
order, entry “DABM16” to read as fol-
lows:

APPENDIX G TO CHAPTER 2—
ACTIVITY ADDRESS NUMBERS

* * * * *

PART 2—ARMY ACTIVITY ADDRESS
NUMBERS

* * * * *

DABM16 U.S. Army Central
Command—Afghanistan and
Uzbekistan, Director of Joint
Contracting Office BAF, APO, AE
09354

* * * * *

= 9. Appendix G to Chapter 2 is amended

in Part 8, by adding, in alpha-numerical

order, entry “NMA501” to read as fol-
lows:
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PART 8—NATIONAL IMAGERY AND
MAPPING AGENCY ACTIVITY
ADDRESS NUMBERS

* * * * *

NMAS501 National Imagery and
Mapping Agency, Acquisition
Technology, 45479 Holiday Drive,
Sterling, VA 20166-9411 (ZM51)

[FR Doc. 03-7530 Filed 3—28-03; 8:45 am]

BILLING CODE 5001-08-P

DEPARTMENT OF DEFENSE
48 CFR Parts 219 and 226
[DFARS Case 2002-D038]

Defense Federal Acquisition
Regulation Supplement; Extension of
Contract Goal for Small Disadvantaged
Businesses and Certain Institutions of
Higher Education

AGENCY: Department of Defense (DoD).
ACTION: Final rule.

SUMMARY: DoD has issued a final rule
amending the Defense Federal
Acquisition Regulation Supplement
(DFARS) to implement Section 816 of
the National Defense Authorization Act
for Fiscal Year 2003. Section 816
provides for a 3-year extension of the
percentage goal for contract awards to
small disadvantaged businesses and
certain institutions of higher education.

EFFECTIVE DATE: March 31, 2003.

FOR FURTHER INFORMATION CONTACT: Ms.
Angelena Moy, Defense Acquisition
Regulations Council,
OUSD(AT&L)DPAP(DAR), IMD 3C132,
3062 Defense Pentagon, Washington, DC
20301-3062. Telephone (703) 602-1302;
facsimile (703) 602—0350. Please cite
DFARS Case 2002-D038.

SUPPLEMENTARY INFORMATION:
A. Background

This final rule amends DFARS
219.000 and 226.7000 to implement
Section 816 of the National Defense
Authorization Act for Fiscal Year 2003
(Pub. L. 107-314). Section 816 amends
10 U.S.C. 2323, which establishes a goal
for DoD to award 5 percent of contract
and subcontract dollars to small
disadvantaged business concerns,
historically black colleges and
universities, and minority institutions.
10 U.S.C. 2323(k) previously contained
a termination date of September 30,
2003. Section 816 extends the
termination date to September 30, 2006.

This rule was not subject to Office of
Management and Budget review under
Executive Order 12866, dated
September 30, 1993.

B. Regulatory Flexibility Act

This rule will not have a significant
cost or administrative impact on
contractors or offerors, or a significant
effect beyond the internal operating
procedures of DoD. Therefore,
publication for public comment is not
required. However, DoD will consider
comments from small entities
concerning the affected DFARS subparts
in accordance with 5 U.S.C. 610. Such
comments should cite DFARS Case
2002-D038.

C. Paperwork Reduction Act

The Paperwork Reduction Act does
not apply because the rule does not
impose any information collection
requirements that require the approval
of the Office of Management and Budget
under 44 U.S.C. 3501, et seq.

List of Subjects in 48 CFR Parts 219 and
226

Government procurement.

Michele P. Peterson,

Executive Editor, Defense Acquisition
Regulations Council.

m Therefore, 48 CFR Parts 219 and 226
are amended as follows:

» 1. The authority citation for 48 CFR
Parts 219 and 226 continues to read as
follows:

Authority: 41 U.S.C. 421 and 48 CFR
Chapter 1.

PART 219—SMALL BUSINESS
PROGRAMS
219.000 [Amended]

m 2. Section 219.000 is amended in the
introductory text by removing “2003”
and adding in its place “2006”.

PART 226—0OTHER SOCIOECONOMIC
PROGRAMS
226.7000 [Amended]

» 3. Section 226.7000 is amended in
paragraphs (a) and (b) by removing
“2003” and adding in its place “2006”.
[FR Doc. 03-7529 Filed 3—28-03; 8:45 am]|
BILLING CODE 5001-08-P

DEPARTMENT OF TRANSPORTATION

Federal Motor Carrier Safety
Administration

49 CFR Part 386
RIN 2126-AA81

Civil Penalties

AGENCY: Federal Motor Carrier Safety
Administration (FMCSA), DOT.

ACTION: Final rule.

SUMMARY: This document specifies the
civil penalties for violating the FMCSA
regulations, as adjusted for inflation in
accordance with the Federal Civil
Penalties Inflation Adjustment Act of
1990, as amended by the Debt
Collection Improvement Act of 1996.
The inflation adjustments are reflected
in this rulemaking. The Federal Civil
Penalties Inflation Adjustment Act
authorizes these amendments to the
FMCSA penalty regulations.

DATES: The effective date if March 31,
2003.

FOR FURTHER INFORMATION CONTACT:
David M. Lehrman, Office of Policy,
Plans and Regulation, Federal Motor
Carrier Safety Administration, 400
Seventh Street, SW., Washington, DC
20590; (202) 366—0994, Office hours are
from 7:45 a.m. to 4:15 p.m. e.t., Monday
through Friday, except Federal holidays.

SUPPLEMENTARY INFORMATION:

The Debt Collection Improvement Act
of 1996

In order to preserve the remedial
impact of civil penalties and foster
compliance with the law, the Federal
Civil Penalties Inflation Adjustment Act
of 1990 (Pub. L. 101-410, 104 Stat. 890),
as amended by the Debt Collection
Improvement Act of 1996 (the Act) (Pub.
L. 104-134, 110 Stat. 1321-1373),
requires Federal agencies to regularly
adjust certain civil penalties for
inflation. These Acts are now codified at
28 U.S.C. 2461 note. The law requires
each agency to make an initial
inflationary adjustment for all
applicable civil penalties, and to make
further adjustments to these penalty
amounts at least once every four years.

The law further stipulates that any
resulting increases in a civil penalty due
to the calculated inflation adjustments:
(i) Should apply only to violations
which occur after the date the increase
takes effect; and (ii) the first adjustment
of a civil monetary penalty made
pursuant to the Act may not exceed 10
percent of such penalty.

The FMCSA previously adjusted civil
penalties for inflation by regulation on
March 13, 1998 (63 FR 12413).
Subsequent to these adjustments,
Congress passed the Transportation
Equity Act for the 21st Century (TEA—
21) on June 9, 1998 (Pub. L. 105-178,
112 Stat. 107). TEA—21 re-set several
penalties at the amounts required prior
to adjustment for inflation and created
several new categories of penalties. The
current penalties are found in 49 CFR
part 386, Appendix A and B, except for
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those found in paragraph (f) to
Appendix B.

Paragraph (f) was amended on
October 2, 2002, by removing “$27,500”
and adding in its place “$10,000” (67
FR 61818) as mandated by TEA-21. The
October 2002 notice failed to remove the
listed minimum penalty of $250.
paragraph (f) to Appendix B is re-
written today to reflect that there are no
minimum penalties for these violations
and to correctly reflect the prohibitions
mandated by 49 U.S.C. 31144 (as
amended by TEA-21), which prohibits
all unfit motor carriers from operating in
interstate commerce. Any unsatisfactory
safety rating, given to motor carriers by
FMCSA, is treated by the agency as a
determination of unfitness (65 FR
50919, August 22, 2000).

This notice addresses penalties
considered to be initial adjustments,
which are therefore subject to the
statutory 10 percent maximum. The
notice also addresses the previously
adjusted penalties, amended on March
13, 1998 (63 FR 12413), which are
therefore not subject to the statutory 10
percent maximum.

Under 5 U.S.C. 553(b), the FMCSA
finds good cause that prior notice and
opportunity for comment are
unnecessary because these inflation
adjustments required by the Act are
ministerial acts over which the agency
has no discretion. The adjustment
simply recognizes that as inflation
occurs, penalties should keep pace so
that the impact of the penalty is not
diminished with the passage of time.

Method of Calculation

Under the Act (28 U.S.C. 2461 note)
the inflation adjustment for each
applicable civil penalty is determined
by increasing the maximum civil
penalty amount per violation by the
cost-of-living adjustment. The cost-of-
living adjustment is defined as the
amount by which the Consumer Price
Index (CPI) for the month of June of the
calendar year preceding the adjustment
exceeds the CPI for the month of June
of the year in which the amount of such
civil penalty was last set or adjusted
pursuant to law (section 5(b), 28 U.S.C.
2461 note). Any calculated increase
under this adjustment is subject to a
specific rounding formula set forth in
the Act (section 5(a), 28 U.S.C. 2461
note).

Under 49 U.S.C. 5123, the FMCSA
may assess a fine for violations of the
Federal Hazardous Materials
Regulations (HMR) (49 CFR parts 171—
180). The driver, motor carrier, or
shipper who violates the HMR is subject
to a civil penalty of not less than $250
and not more than $25,000 for each

violation. The maximum penalty was
adjusted for inflation on March 13, 1998
(63 FR 12413), resulting in an adjusted
penalty of $27,500 (see 49 CFR part 386,
Appendix B, paragraph (e)). But the
minimum penalty was not previously
adjusted for inflation. This minimum
statutory penalty was last set in 1990.
The Consumer Price Index was 180 in
June 2002, and was approximately 130
in June of 1990 (see U.S. Department of
Labor CPI index at ftp://ftp.bls.gov/pub/
special.requests/cpi/cpiai.txt). Thus the
inflation factor is 180/130 or 1.38. The
new minimum penalty amount after the
increase and statutory rounding would
thus be the result of multiplying $250 x
1.38 = $345. However, after applying the
10 percent limit on an initial increase,
the new minimum penalty amount per
violation is $275.

The current maximum penalty of
$27,500 was adjusted for inflation in
1998. The Consumer Price Index was
180 in June 2002, and 163 in June 1998.
Thus the inflation factor is 108/163 or
1.10. The new maximum penalty
amount after the increase and statutory
rounding would thus be the result of
multiplying $27,500 x 1.10 = $30,250.
The Act is instructive as to the rounding
method to be employed. The increase is
to be rounded to the nearest multiple of
$5,000 in the case of penalties greater
than $10,000 but less than or equal to
$100,000. The amount of the increase
was $2,750, rounded to the nearest
multiple of $5,000 equals a $5,000
adjustment to the current maximum
penalty, or a new penalty of $32,500.
The rounding adjustment is also
consistent with a General Accounting
Office (GAO) clarifying letter issued on
July 15, 2002 (see GAO #B-290021).

The following inflation factors were
used to adjust penalties in this final
rule: 180/163 or 1.10 for penalties
previously adjusted in 1998, and new
TEA-21 penalties enacted by Congress
that same year; 180/130 or 1.38 for the
hazardous materials minimum penalty
not previously adjusted since 1990; 180/
152 or 1.18 for commercial penalties
established in the ICC Termination Act
of 1995 (Pub. L. 104-88, 109 Stat. 809)
(all commercial penalties are being
adjusted for the first time and are
subject to the 10 percent maximum
increase); and 180/166 or 1.08 for
penalties enacted in the Motor Carrier
Safety Improvement Act of 1999
(MCSIA) (Pub. L. 106—159, 113 Stat.
1748 (December 9, 1999). Appendix A,
to 49 CFR part 386, paragraph (h)
includes MCSIA penalties for operating
during a period of suspension for failure
to pay penalties as outlined in 49 CFR
386.83 and 386.84. The FMCSA adjusts
these penalties for inflation, even

though they are only three years old, to
place all penalties on the same
adjustment schedule. The Act allows for
more frequent adjustments, so long as
agencies adjust at least every four years.
These penalties are subject to the 10
percent maximum adjustment because
this is the first adjustment for inflation.

Appendices A and B are now adjusted
for inflation.

Executive Order 12866 (Regulatory
Planning and Review) and DOT
Regulatory Policies and Procedures

The FMCSA has determined that this
action is not a significant regulatory
action within the meaning of Executive
Order 12866 or significant within the
meaning of the Department of
Transportation’s regulatory policies and
procedures. These inflation adjustments
are ministerial acts in compliance with
the statute over which FMCSA has no
discretion. The FMCSA finds good
cause to adopt the rule without prior
notice or opportunity for public
comment. The agency believes that this
rule will not result in a major increase
in costs or prices for State or local
governments. The law is simply
designed to preserve the remedial
impact of civil penalties. Consequently,
the economic impact of this final rule
will be minimal because it will not
substantially change the applicable civil
penalty amount, but merely adjust the
penalty to reflect inflation.

Executive Order 12612 (Federalism
Assessment)

This action has been analyzed in
accordance with the principles and
criteria contained in Executive order
13132, dated August 4, 1999, and it has
been determined this action does not
have sufficient federalism implications
or limit the policymaking discretion of
the States.

Executive Order 12372
(Intergovernmental Review)

Catalog of Federal Domestic
Assistance Program Number 20.217,
Motor Carrier Safety. The regulations
implementing Executive Order 12372
regarding intergovernmental
consultation on Federal programs and
activities do not apply to this program.

Paperwork Reduction Act

This action does not contain
information collection requirements for
purposes of the Paperwork Reduction
Act of 1995 (PRA) (44 U.S.C. 3501 et
seq.).

National Environmental Policy Act

The FMCSA is a new Administration
within the Department of
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Transportation (DOT). The FMCSA
analyzed this rule under the National
Environmental Policy Act of 1969, as
amended (42 U.S.C. 4321 et seq.)
(NEPA), the Council on Environmental
Quality Regulations implementing
NEPA (40 CFR parts 1500-1508), and
DOT Order 5610.1C, Procedures for
Considering Environmental Impacts.
This rule would be categorically
excluded from further analysis and
documentation in an environmental
assessment or environmental impact
statement since this action does not
have any effect on the quality of the
environment.

Unfunded Mandates Reform Act of
1995

This rule does not impose an
unfunded Federal mandate, as defined
by the Unfunded Mandates Reform Act
of 1995 (2 U.S.C. 1532 ef seq.), that will
result in the expenditure by State, local,
and tribal governments, in the aggregate,
or by the private sector, of $100 million
or more in any one year.

Executive Order 12988 (Civil Justice
Reform)

This action meets applicable
standards in sections 3(a) and 3(b)(2) of
Executive Order 12988, Civil Justice
Reform, to minimize litigation,
eliminate ambiguity, and reduce
burden.

Executive Order 13045 (Protection of
Children)

The FMCSA has analyzed this action
under Executive Order 13045,
Protection of Children from
Environmental Health Risks and Safety
Risks. This rule is not an economically
significant rule and does not concern an
environment risk to health or safety that
may disproportionately affect children.

Executive Order 12630 (Taking of
Private Property)

This rule will not affect a taking of
private property or otherwise have
taking implications under Executive
Order 12630, Governmental Actions and
Interference with Constitutionally
Protected Property Rights.

List of Subjects in 49 CFR Part 386

Administrative procedures,
Commercial motor vehicle safety,
Highways and roads, Motor carriers,
Penalties.

= In consideration of the foregoing, the
FMCSA amends title 49, Code of Federal
Regulations, chapter III, part 386 as set
forth below:

PART 386—RULES OF PRACTICE FOR
MOTOR CARRIER, BROKER, FREIGHT
FORWARDER, AND HAZARDOUS
MATERIALS PROCEEDINGS

= 1. The authority citation for part 386
continues to read as follows:

Authority: 49 U.S.C. 13301, 13902, 31132—
31133, 31136, 31502, 31504; sec. 204, Pub. L.
104-88, 109 Stat. 803, 941 (49 U.S.C. 701
note); sec. 217, Pub. L. 105-159, 113 stat.
1748, 1767; and 49 CFR 1.73.

APPENDIX A TO PART 386—
[AMENDED]

= 2. Appendix A to part 386 is amended
by revising the figure “$550” to read as
“$650”, the figure “$1,100” to read as
“$2,100”, the figure “$10,000” to read as
““$11,000”, and the figure “$11,000” to
read as “$16,000”, whenever they appear
throughout the appendix.

APPENDIX B TO PART 386—
[AMENDED]

= 3.In Appendix B to part 386 the
introductory text is amended by revising
the second sentence to read as follows:

* * * Pursuant to that authority, the
inflation-adjusted civil penalties listed
in paragraphs (a) through (g) of this
appendix supersede the corresponding
civil penalty amounts listed in title 49,
United States Code. * * *

* * * * *

= Appendix B to part 386 is further
amended as follows:

a. Paragraph (a)(1) is amended by
revising the figure “$500” to read as
“$550”, and the figure “$5,000” to read
as “$5,500”.

» b. Paragraph (a)(2) is amended by
revising the figure “$5,000” to read as
“$5,500".

m c. Paragraph (a)(3) is amended by
revising the figure “$10,000” to read as
“$11,000".

» d. Paragraph (a)(4) is amended by
revising the figure “$2,500” to read as
“$2,750".

m e. Paragraph (a)(5) is amended by
revising the figure “$2,750” to read as
“$3,750”.

» f. Paragraph (b) is amended by revising
the figure “$2,750” to read as “$3,750”.
» g. Paragraph (c) is amended by revising
the figure “$1,100” to read as “$2,100”,
the figure “$2,750” to read as ““$3,750”,
and the figure “$11,000” to read as
“$16,000”” whenever they appear
throughout paragraph (c).

» h. Paragraph (d) is amended by
revising the figure “$11,000” to read as
“$16,000".

m i. Paragraph (e) is amended by revising
the figure “$250” to read as “$275”, and
the figure “$27,500” to read as
““$32,500”’, wherever they appear

throughout paragraphs (e)(1) through
(e)(3).

m j. Paragraph (f) is revised to read as fol-
OWS:

(f) Operating after being declared
unfit by assignment of a final
unsatisfactory safety rating. A motor
carrier operating a commercial motor
vehicle in interstate commerce after
receiving a final unsatisfactory safety
rating is subject to a civil penalty of not
more than $11,000 (49 CFR 385.13).
Each day the transportation continues
constitutes a separate offense.
* * * * *
= k. Paragraph (g) is amended by revising
the figure “$200” to read as “$220” the
figure “$250” to read as “$275”, the
figure “$500” to read as “$550”, the
figure “$1,000” to read as “$1,100”, the
figure “$2,000” to read as “$2,200”, the
figure ““$5,000” to read as “$5,500”, the
figure “$10,000” to read as ““$11,000”,
the figure “$20,000” to read as
“$22,000”, the figure “$25,000” to read
as “$27,500”, and the figure “$100,000”
to read as “$110,000”, whenever they
appear throughout paragraph (g).

Issued on: March 20, 2003.
Annette M. Sandberg,
Acting Administrator.
[FR Doc. 03-7378 Filed 3—28-03; 8:45 am]
BILLING CODE 4910-EX-M

DEPARTMENT OF COMMERCE

National Oceanic and Atmospheric
Administration

50 CFR Part 679

[Docket No. 020718172—-2303-02; 1.D.
032503D]

Fisheries of the Exclusive Economic
Zone Off Alaska; Pacific cod by
Catcher Vessels Less Than 60 ft (18.3
m) LOA Using Jig or Hook-and-Line
Gear in the Bogoslof Pacific Cod
Exemption Area in the Bering Sea and
Aleutian Islands Area

AGENCY: National Marine Fisheries
Service (NMFS), National Oceanic and
Atmospheric Administration (NOAA),
Commerce.

ACTION: Closure.

SUMMARY: NMFS is prohibiting directed
fishing for Pacific Cod by catcher
vessels less than 60 ft (18.3 m) LOA
using jig or hook-and-line gear in the
Bogoslof Pacific cod exemption area of
the Bering Sea and Aleutian Islands
management area (BSAI). This action is
necessary to prevent exceeding the limit
of Pacific cod for catcher vessels less
than 60 ft (18.3 m) LOA using jig or
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hook-and-line gear in the Bogoslof
Pacific cod exemption area in the BSAL
DATES: Effective 1200 hrs, Alaska local
time (A.l.t.), March 27, 2003, 2003,
through 2400 hrs, A.l.t., December 31,
2003.

FOR FURTHER INFORMATION CONTACT:
Andrew Smoker, 907-586—7228.
SUPPLEMENTARY INFORMATION: NMFS
manages the groundfish fishery in the
BSAI exclusive economic zone
according to the Fishery Management
Plan for the Groundfish Fishery of the
Bering Sea and Aleutian Islands Area
(FMP) prepared by the North Pacific
Fishery Management Council under
authority of the Magnuson-Stevens
Fishery Conservation and Management
Act. Regulations governing fishing by
U.S. vessels in accordance with the FMP
appear at subpart H of 50 CFR part 600
and 50 CFR part 679.

Section 679.22(a)(7)(B) prohibits in all
waters within the Bogoslof area directed
fishing for pollock, Pacific cod, and
Atka mackerel by vessels named on a
Federal Fisheries Permit under
§679.4(b), except as provided in
paragraph (a)(7)(i)(C). Section
679.22(a)(7)(i)(C) of the regulations
provides for an exemption for all
catcher vessels less than 60 ft (18.3 m)
LOA using jig or hook-and-line gear for
directed fishing for Pacific cod and
specifies 113 mt of Pacific cod for that
exempted fishery. Accordingly, the
Administrator, Alaska Region, NMFS
(Regional Administrator), has
determined that the 113 metric tons of
Pacific cod have been caught by catcher
vessels less than 60 ft (18.3 m) LOA
using jig or hook-and-line gear in the
Bogoslof exemption area described at
§679.22(a)(7)(i)(C)(1). Consequently, the
Regional Administrator is prohibiting
directed fishing for Pacific cod by
catcher vessels less than 60 ft (18.3 m)
LOA using jig or hook-and-line gear in
the Bogoslof Pacific cod exemption area.

Maximum retainable amounts may be
found in the regulations at § 679.20(e)
and (f).

Classification

This action responds to the best
available information recently obtained
from the fishery. The Assistant
Administrator for Fisheries, NOAA
(AA), finds good cause to waive the
requirement to provide prior notice and
opportunity for public comment
pursuant to the authority set forth at 5
U.S.C. 553(b)(B) as such requirement is
contrary to the public interest. This
requirement is contrary to the public
interest as it would delay the closure of
the fishery, lead to exceeding the
Bogoslof exemption area limit of Pacific

cod caught by vessels using jig or hook-
and-line gear, and therefore reduce the
public’s ability to use and enjoy the
fishery resource.

The AA also finds good cause to
waive the 30—day delay in the effective
date of this action under 5 U.S.C.
553(d)(3). This finding is based upon
the reasons provided above for waiver of
prior notice and opportunity for public
comment.

This action is required by 50 CFR
679.22 and is exempt from review under
Executive Order 12866.

Authority: 16 U.S.C. 1801 et seq.
Dated: March 25, 2003.
Richard W. Surdi,

Acting Director, Office of Sustainable
Fisheries, National Marine Fisheries Service.

[FR Doc. 03-7648 Filed 3—26—03; 1:47 pm]
BILLING CODE 3510-22-S

DEPARTMENT OF COMMERCE

National Oceanic and Atmospheric
Administration

50 CFR Part 679

[Docket No. 021212307-3037-02; I.D.
032103D]

Fisheries of the Exclusive Economic
Zone Off Alaska; Species in the Rock
sole/Flathead sole/''Other flatfish”
Fishery Category by Vessels Using
Trawl Gear in Bering Sea and Aleutian
Islands management area

AGENCY: National Marine Fisheries
Service (NMFS), National Oceanic and
Atmospheric Administration (NOAA),
Commerce.

ACTION: Closure.

SUMMARY: NMFS is closing directed
fishing for species in the rock sole/
flathead sole/*‘other flatfish” fishery
category by vessels using trawl gear in
the Bering Sea and Aleutian Islands
management area (BSAI). This action is
necessary to prevent exceeding the
second seasonal apportionment of the
2003 halibut bycatch allowance
specified for the trawl rock sole/flathead
sole/*“other flatfish” fishery category in
the BSAL

DATES: Effective 1200 hrs, Alaska local
time (A.l.t.), April 1, 2003, through 1200
hrs, A.Lt., June 29, 2003.

FOR FURTHER INFORMATION CONTACT:
Mary Furuness, 907-586—7228.
SUPPLEMENTARY INFORMATION: NMFS
manages the groundfish fishery in the
BSAI exclusive economic zone
according to the Fishery Management
Plan for the Groundfish Fishery of the
Bering Sea and Aleutian Islands Area

(FMP) prepared by the North Pacific
Fishery Management Council under
authority of the Magnuson-Stevens
Fishery Conservation and Management
Act. Regulations governing fishing by
U.S. vessels in accordance with the FMP
appear at subpart H of 50 CFR part 600
and 50 CFR part 679.

The second seasonal apportionment
of the 2003 halibut bycatch allowance
specified for the trawl rock sole/flathead
sole/*‘other flatfish” fishery category in
the BSAI is 164 metric tons as
established by the final 2003 harvest
specifications for Groundfish of the
BSAI (68 FR 9907, March 3, 2003).

In accordance with §679.21(e)(7)(v),
the Administrator, Alaska Region,
NMFS, has determined that the second
seasonal apportionment of the 2003
halibut bycatch allowance specified for
the trawl rock sole/flathead sole/*‘other
flatfish” fishery category in the BSAI
has been caught. Consequently, NMFS
is closing directed fishing for species in
the rock sole/flathead sole/““other
flatfish” fishery category by vessels
using trawl gear in the BSAL

Classification

This action responds to the best
available information recently obtained
from the fishery. The Assistant
Administrator for Fisheries, NOAA
(AA), finds good cause to waive the
requirement to provide prior notice and
opportunity for public comment
pursuant to the authority set forth at 5
U.S.C. 553(b)(B) as such requirement is
contrary to the public interest. This
requirement is contrary to the public
interest as it would delay the closure of
the fishery, lead to exceeding the second
seasonal apportionment of the 2003
halibut bycatch allowance, and
therefore reduce the public’s ability to
use and enjoy the fishery resource.

The AA also finds good cause to
waive the 30—day delay in the effective
date of this action under 5 U.S.C.
553(d)(3). This finding is based upon
the reasons provided above for waiver of
prior notice and opportunity for public
comment.

This action is required by §679.21
and is exempt from review under
Executive Order 12866.

Authority: 16 U.S.C. 1801 et seq.
Dated: March 25, 2003.

Richard W. Surdi,

Acting Director, Office of Sustainable
Fisheries National Marine Fisheries Service.

[FR Doc. 03-7647 Filed 3-26—03; 1:47 pm]
BILLING CODE 3510-22-S



15385

Proposed Rules

Federal Register
Vol. 68, No. 61

Monday, March 31, 2003

This section of the FEDERAL REGISTER
contains notices to the public of the proposed
issuance of rules and regulations. The
purpose of these notices is to give interested
persons an opportunity to participate in the
rule making prior to the adoption of the final
rules.

OFFICE OF GOVERNMENT ETHICS

5 CFR Part 2641
RIN 3209-AA14

Post-Employment Conflict of Interest
Restrictions; Correction

AGENCY: Office of Government Ethics
(OGE).
ACTION: Proposed rule; correction.

SUMMARY: In this document, OGE is
correcting a few minor errors in certain
sections of the proposed post-
employment conflict of interest
regulation, which was published by
OGE in the Federal Register on
Tuesday, February 18, 2003.

DATES: Comments on these corrections
are invited and must be received on or
before May 19, 2003.

FOR FURTHER INFORMATION CONTACT:
Richard M. Thomas, Associate General
Counsel, Office of Government Ethics,
Suite 500, 1201 New York Avenue,
NW., Washington, DC 20005-3917;
Telephone: 202-208-8000; TDD: 202—
208-8025; FAX: 202—-208-8037.
SUPPLEMENTARY INFORMATION: In this
document, OGE is correcting three
minor errors in the proposed rule
document, which OGE published on
February 18, 2003 at 68 FR 7843—7892
(as separate part II), concerning the post-
Government employment conflict of
interest restrictions of 18 U.S.C. 207
applicable to former executive branch
employees. The errors being corrected
are as follows: a fifth example following
paragraph (g) of proposed § 2641.204
was inadvertently omitted; a note
following paragraph (g) of proposed
§2641.205 was mistakenly incorporated
into the text of that section as proposed;
and some unintended text was included
in paragraph (e)(5)(iii)(E) of proposed
§ 2641.301.

Approved: March 24, 2003.
Amy L. Comstock,
Director, Office of Government Ethics.

For the reasons set forth in the
preamble, the Office of Government

Ethics, is correcting the February 18,
2003 publication of the proposed rule
on Post-Employment Conflict of Interest
Restrictions, which was the subject of
FR Doc. 03-3043, as follows:

PART 2641—POST-EMPLOYMENT
CONFLICT OF INTEREST
RESTRICTIONS

§2641.204 [Corrected]

1. On page 7882, in the third column,
the examples following paragraph (g) of
§2641.204 are corrected by adding an
Example 5 to read as follows:

Example 5 to paragraph (g): A chemist
serves in a senior employee position in the
Agency for Clean Rivers. Subsequent to his
termination from the position, the mission of
the Agency for Clean Rivers is expanded and
it is renamed the Agency for Clean Water. A
number of employees from the Agency for
Marine Life are transferred to the reorganized
agency. If it is determined that the Agency for
Clean Water is substantially the same entity
from which the chemist terminated, the
section 207(c) bar will apply with respect to
the chemist’s contacts with all of the
employees of the Agency for Clean Water,
including those employees who recently
transferred from the Agency for Marine Life.
He would not be barred from contacting an
employee serving in one of the positions that
had been transferred from the Agency for
Clean Rivers to the Agency for Clean Land.

§2641.205 [Corrected]

2. On page 7883, in the second
column, the text of paragraph (g) of
§2641.205 is corrected by removing the
last sentence and by adding a note
following paragraph (g) to read as
follows:

Note to paragraph (g): A communication
made to an official described in 5 U.S.C.
5312-5316 can include a communication to
a subordinate of such official with the intent
that the information be conveyed directly to
the official and attributed to the former very
senior employee.

§2641.301 [Corrected]

3. On page 7887, in the first column,
the text of paragraph (e)(5)(iii)(E) of
§2641.301 is corrected by removing the
parentheses and words “(or deputy or
acting head)”.

[FR Doc. 03-7539 Filed 3—28-03; 8:45 am)]
BILLING CODE 6345-02-P

DEPARTMENT OF AGRICULTURE

Agricultural Marketing Service

7 CFR Part 28
RIN 0581-AC17

[Doc. # CN-02-006]

User Fees for 2003 Crop Cotton
Classification Services to Growers

AGENCY: Agricultural Marketing Service,
USDA.

ACTION: Proposed rule.

SUMMARY: The Agricultural Marketing
Service (AMS) is proposing to maintain
user fees for cotton producers for 2003
crop cotton classification services under
the Cotton Statistics and Estimates Act
at the same level as in 2002. This is in
accordance with the formula provided
in the Uniform Cotton Classing Fees Act
of 1987. The 2002 user fee for this
classification service was $1.45 per bale.
This proposal would maintain the fee
for the 2003 crop at $1.45 per bale. The
proposed fee and the existing reserve
are sufficient to cover the costs of
providing classification services,
including costs for administration and
supervision.

DATES: Comments must be received on
or before April 15, 2003.

ADDRESSES: Interested persons are
invited to submit written comments
concerning this proposed rule to Norma
McDill, Deputy Administrator, Cotton
Program, AMS, USDA, STOP 0224, 1400
Independence Avenue, SW.,
Washington, DC 20250-0224.
Comments should be submitted in
triplicate. Comments may also be
submitted electronically to:
cottoncomments@usda.gov. All
comments should reference the docket
number and the date and the page of
this issue of the Federal Register. All
comments received will be available for
public inspection during regular
business hours at the above office in
Rm. 2641-South Building, 1400
Independence Avenue, SW.,
Washington, DC. A copy of this notice
may be found at: www.ams.usda.gov/
cotton/rulemaking.htm.

FOR FURTHER INFORMATION CONTACT:
Norma McDill, Deputy Administrator,
Cotton Program, AMS, USDA, Room
2641-S, STOP 0224, 1400 Independence
Avenue, SW., Washington, DC 20250—
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0224. Telephone (202) 720-2145,
facsimile (202) 690-1718, or e-mail
norma.mcdill@usda.gov.

SUPPLEMENTARY INFORMATION:
Executive Order 12866

This proposed rule has been
determined to be not significant for
purposes of Executive Order 12866; and,
therefore has not been reviewed by the
Office of Management and Budget
(OMB).

Executive Order 12988

This proposed rule has been reviewed
under Executive Order 12988, Civil
Justice Reform. It is not intended to
have retroactive effect. This rule would
not preempt any state or local laws,
regulations, or policies unless they
present an irreconcilable conflict with
this rule. There are no administrative
procedures that must be exhausted prior
to any judicial challenge to the
provisions of this rule.

Regulatory Flexibility Act

Pursuant to requirements set forth in
the Regulatory Flexibility Act (RFA)
(5U.S.C. 601 et seq.) AMS has
considered the economic impact of this
action on small entities and has
determined that its implementation will
not have a significant economic impact
on a substantial number of small
businesses.

The purpose of the RFA is to fit
regulatory actions to the scale of
businesses subject to such actions so
that small businesses will not be
disproportionately burdened. There are
an estimated 35,000 cotton growers in
the U.S. who voluntarily use the AMS
cotton classing services annually, and
the majority of these cotton growers are
small businesses under the criteria
established by the Small Business
Administration (13 CFR 121.601).
Continuing the user fee at the 2002 crop
level as stated will not significantly
affect small businesses as defined in the
RFA because:

(1) The fee represents a very small
portion of the cost-per-unit currently
borne by those entities utilizing the
services. (The 2002 user fee for
classification services was $1.45 per
bale; the fee for the 2003 crop would be
maintained at $1.45 per bale; the 2003
crop is estimated at 17,200,000 bales).

(2) The fee for services will not affect
competition in the marketplace; and

(3) The use of classification services is
voluntary. For the 2002 crop, 17,145,000
bales were produced; and, virtually all
of these bales were voluntarily
submitted by growers for the
classification service.

(4) Based on the average price paid to
growers for cotton from the 2001 crop of
29.8 cents per pound, 500 pound bales
of cotton are worth an average of $149
each. The proposed user fee for
classification services, $1.45 per bale, is
less than one percent of the value of an
average bale of cotton.

Paperwork Reduction Act

In compliance with OMB regulations
(5 CFR part 1320), which implement the
Paperwork Reduction Act (PRA) (44
U.S.C. 3501 et seq.), the information
collection requirements contained in the
provisions to be amended by this
proposed rule have been previously
approved by OMB and were assigned
OMB control number 0581-0009 under
the Paperwork Reduction Act (44 U.S.C.
3501 et seq.).

It is anticipated that the proposed
changes, if adopted, would be made
effective July 1, 2003, as provided by the
Cotton Statistics and Estimates Act.

Fees for Classification Under the Cotton
Statistics and Estimates Act of 1927

The user fee charged to cotton
producers for High Volume Instrument
(HVI) classification services under the
Cotton Statistics and Estimates Act (7
U.S.C. 473a) was $1.45 per bale during
the 2002 harvest season as determined
by using the formula provided in the
Uniform Cotton Classing Fees Act of
1987, as amended by Public Law 102—
237. The fees cover salaries, costs of
equipment and supplies, and other
overhead costs, including costs for
administration, and supervision.

This proposed rule establishes the
user fee charged to producers for HVI
classification at $1.45 per bale during
the 2003 harvest season.

Public Law 102-237 amended the
formula in the Uniform Cotton Classing
Fees Act of 1987 for establishing the
producer’s classification fee so that the
producer’s fee is based on the prevailing
method of classification requested by
producers during the previous year. HVI
classing was the prevailing method of
cotton classification requested by
producers in 2002. Therefore, the 2003
producer’s user fee for classification
service is based on the 2002 base fee for
HVI classification.

The fee was calculated by applying
the formula specified in the Uniform
Cotton Classing Fees Act of 1987, as
amended by Public Law 102-237. The
2002 base fee for HVI classification
exclusive of adjustments, as provided by
the Act, was $2.28 per bale. An increase
of .84 percent, or 2 cents per bale,
increase due to the implicit price
deflator of the gross domestic product
added to the $2.28 would result in a

2003 base fee of $2.30 per bale. The
formula in the Act provides for the use
of the percentage change in the implicit
price deflator of the gross national
product (as indexed for the most recent
12-month period for which statistics are
available). However, gross national
product has been replaced by gross
domestic product by the Department of
Commerce as a more appropriate
measure for the short-term monitoring
and analysis of the U.S. economy.

The number of bales to be classed by
the United States Department of
Agriculture from the 2003 crop is
estimated at 16,793,610 bales. The 2003
base fee was decreased 15 percent based
on the estimated number of bales to be
classed (1 percent for every 100,000
bales or portion thereof above the base
of 12,500,000, limited to a maximum
adjustment of 15 percent). This
percentage factor amounts to a 35 cents
per bale reduction and was subtracted
from the 2003 base fee of $2.30 per bale,
resulting in a fee of $1.95 per bale.

With a fee of $1.95 per bale, the
projected operating reserve would be
51.09 percent. The Act specifies that the
Secretary shall not establish a fee
which, when combined with other
sources of revenue, will result in a
projected operating reserve of more than
25 percent. Accordingly, the fee of $1.95
must be reduced by 50 cents per bale,
to $1.45 per bale, to provide an ending
accumulated operating reserve for the
fiscal year of 25 percent of the projected
cost of operating the program. This
would establish the 2003 season fee at
$1.45 per bale.

Accordingly, § 28.909, paragraph (b)
would reflect the continuation of the
HVI classification fee at $1.45 per bale.

As provided for in the Uniform Cotton
Classing Fees Act of 1987, as amended,
a 5 cent per bale discount would
continue to be applied to voluntary
centralized billing and collecting agents
as specified in § 28.909 (c).

Growers or their designated agents
receiving classification data would
continue to incur no additional fees if
only one method of receiving
classification data was requested. The
fee for each additional method of
receiving classification data in § 28.910
would remain at 5 cents per bale, and
it would be applicable even if the same
method were requested. The fee in
§28.910 (b) for an owner receiving
classification data from the central
database would remain at 5 cents per
bale, and the minimum charge of $5.00
for services provided per, monthly
billing period would remain the same.
The provisions of § 28.910 (c)
concerning the fee for new classification
memoranda issued from the central
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database for the business convenience of
an owner without reclassification of the
cotton will remain the same.

The fee for review classification in
§28.911 would be maintained at $1.45
per bale.

The fee for returning samples after
classification in § 28.911 would remain
at 40 cents per sample.

A 15-day comment period is provided
for public comments. This period is
appropriate because it is anticipated
that the proposed changes, if adopted,
would be made effective July 1, 2003, as
provided by the Cotton Statistics and
Estimates Act.

List of Subjects in 7 CFR Part 28

Administrative practice and
procedure, Cotton, Cotton samples,
Grades, Market news, Reporting and
record keeping requirements, Standards,
Staples, Testing, Warehouses.

For the reasons set forth in the
preamble, 7 CFR Part 28 is proposed to
be amended as follows:

PART 28—[Amended]

1. The authority citation for 7 CFR
Part 28, Subpart D, continues to read as
follows:

Authority: 7 U.S.C. 471-476.

2. In §28.909, paragraph (b) is revised
to read as follows:

§28.909 Costs.

* * * * *

(b) The cost of High Volume
Instrument (HVI) cotton classification
service to producers is $1.45 per bale.

* * * * *

3.In §28.911, the last sentence of
paragraph (a) is revised to read as
follows:

§28.911 Review classification.

(a) * * * The fee for review
classification is $1.45 per bale.
* * * * *

Dated: March 24, 2003.
A.]. Yates,

Administrator, Agricultural Marketing
Service.

[FR Doc. 03-7631 Filed 3—28-03; 8:45 am]
BILLING CODE 3410-02-P

DEPARTMENT OF AGRICULTURE

Agricultural Marketing Service

7 CFR Part 927

[Docket No. FV03-927-1]

Winter Pears Grown in Oregon and
Washington; Continuance Referendum

AGENCY: Agricultural Marketing Service,
USDA.

ACTION: Referendum order.

SUMMARY: This document directs that a
continuance referendum be conducted
among eligible growers of winter pears
in Oregon and Washington to determine
whether they favor continuance of the
marketing order regulating the handling
of winter pears grown in the production
area.

DATES: The referendum will be
conducted from April 16 through April
30, 2003. To vote in this referendum,
growers must have been engaged in
producing winter pears within the
production area during the period July
1, 2001, through June 30, 2002.

ADDRESSES: Copies of the marketing
order may be obtained from USDA,
Northwest Marketing Field Office, 1220
SW Third Avenue, Room 369, Portland,
Oregon, 97204, or the Office of the
Docket Clerk, Marketing Order
Administration Branch, Fruit and
Vegetable Programs, Agricultural
Marketing Service, U.S. Department of
Agriculture, 1400 Independence Avenue
SW, Stop 0237, Washington, DC, 20250—
0237.

FOR FURTHER INFORMATION CONTACT: Gary
D. Olson, Regional Manager, Northwest
Marketing Field Office, Marketing Order
Administration Branch, Fruit and
Vegetable Programs, Agricultural
Marketing Service, U.S. Department of
Agriculture, 1220 SW Third Avenue,
Room 369, Portland, OR 97204;
telephone (503) 326—2724; fax (503)
326—7440; or Melissa Schmaedick,
Marketing Order Administration
Branch, Fruit and Vegetable Programs,
Agricultural Marketing Service, U.S.
Department of Agriculture, PO Box
1035, Moab, UT 84532; telephone (435)
259-7988; fax (435) 259-4945.

SUPPLEMENTARY INFORMATION: Pursuant
to Marketing Order No. 927 (7 CFR part
927), hereinafter referred to as the
“order,” and the applicable provisions
of the Agricultural Marketing
Agreement Act of 1937, as amended (7
U.S.C. 601-674), hereinafter referred to
as the “Act,” it is hereby directed that
a referendum be conducted to ascertain
whether continuance of the order is
favored by growers. The referendum

shall be conducted during the period
April 16 through April 30, 2003, among
eligible winter pear growers in the
production area. Only growers that were
engaged in the production of winter
pears in the States of Oregon and
Washington during the period of July 1,
2001, through June 30, 2002, may
participate in the continuance
referendum.

USDA has determined that
continuance referenda are an effective
means for determining whether growers
favor continuation of marketing order
programs. The USDA would consider
termination of the order if continuance
is favored by less than two-thirds of the
growers voting in the referendum and
by growers of less than two-thirds of the
volume of winter pears represented in
the referendum.

In evaluating the merits of
continuance versus termination, the
USDA will not only consider the results
of the continuance referendum. The
USDA will also consider all other
relevant information concerning the
operation of the order and the relative
benefits and disadvantages to growers,
processors, and consumers in order to
determine whether continued operation
of the order would tend to effectuate the
declared policy of the Act.

In accordance with the Paperwork
Reduction Act of 1995 (44 U.S.C.
chapter 35), the ballot materials used in
the referendum herein ordered have
been submitted to and approved by the
Office of Management and Budget
(OMB) and have been assigned OMB
No. 0581-0177. It has been estimated
that it will take an average of 30 minutes
for each of the approximately 1,528
producers of winter pears in the
production area to cast a ballot.
Participation is voluntary. Ballots
postmarked after April 30, 2003, will be
marked invalid and not included in the
vote tabulation.

Gary D. Olson and Susan M. Hiller of
the Northwest Marketing Field Office,
Fruit and Vegetable Programs,
Agricultural Marketing Service, USDA,
are hereby designated as the referendum
agents of USDA to conduct such
referendum. The procedure applicable
to the referendum shall be the
“Procedure for the Conduct of
Referenda in Connection With
Marketing Orders for Fruits, Vegetables,
and Nuts Pursuant to the Agricultural
Marketing Agreement Act of 1937, as
Amended” (7 CFR 900.400 ef seq.).

Ballots will be mailed to all growers
of record and may also be obtained from
the referendum agents and their
appointees.
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List of Subjects in 7 CFR Part 927
Marketing agreements, Pears,
Reporting and recordkeeping
requirements.
Authority: 7 U.S.C. 601-674.

Dated: March 24, 2003.
A.]. Yates,

Administrator, Agricultural Marketing
Service.

[FR Doc. 03-7635 Filed 3—28-03; 8:45 am]
BILLING CODE 3410-02-P

DEPARTMENT OF AGRICULTURE

Agricultural Marketing Service

7 CFR Part 956
[Docket No. FV02-956-1 PR]

Sweet Onions Grown in the Walla
Walla Valley of Southeast Washington
and Northeast Oregon; Withdrawal of a
Proposed Rule

AGENCY: Agricultural Marketing Service,
USDA.
ACTION: Withdrawal of proposed rule.

SUMMARY: This action withdraws a
proposed rule published in the Federal
Register on July 22, 2002 (67 FR 47741),
and reopened for further comments on
November 1, 2002 (67 FR 66578), on the
establishment of grade and inspection
requirements for Walla Walla sweet
onions. The order regulates the handling
of sweet onions grown in the Walla
Walla Valley of Southeast Washington
and Northeast Oregon and is
administered locally by the Walla Walla
Sweet Onion Marketing Committee
(Committee). The Committee met on
November 21, 2002, and unanimously
recommended changes to its original
recommendation. The administrative
record raises questions as to the nature
and purpose of the proposal and
possible alternatives. Therefore, the
proposed rule is being withdrawn for
further consideration by the Committee.
DATES: Effective April 1, 2003.
FOR FURTHER INFORMATION CONTACT:
Robert J. Curry, Northwest Marketing
Field Office, Marketing Order
Administration Branch, Fruit and
Vegetable Programs, AMS, USDA, 1220
SW Third Avenue, Suite 385, Portland.
Oregon 97204; telephone: (503) 326—
2724, Fax: (503) 326—7440; or George
Kelhart, Technical Advisor, Marketing
Order Administration Branch, Fruit and
Vegetable Programs, AMS, USDA, 1400
Independence Avenue SW., STOP 0237,
Washington, DC 20250-0237; telephone:
(202) 720-2491, Fax: (202) 720-8938.
Small businesses may request
information on complying with this

regulation by contacting Jay Guerber,
Marketing Order Administration
Branch, Fruit and Vegetable Programs,
AMS, USDA, 1400 Independence
Avenue SW., STOP 0237, Washington,
DC 20250-0237; telephone: (202) 720—
2491, Fax: (202) 720-8938, or E-mail:
Jay.Guerber@usda.gov.

SUPPLEMENTARY INFORMATION: Marketing
Agreement and Order No. 956, both as
amended (7 CFR part 956), regulate the
handling of Walla Walla sweet onions
grown in Southeast Washington and
Northeast Oregon, hereinafter referred to
as the “order.” The order is effective
under the Agricultural Marketing
Agreement Act of 1937, as amended (7
U.S.C. 601-674), hereinafter referred to
as the “Act.”

This action withdraws a proposed
rule published in the Federal Register
on July 22, 2002 (67 FR 47741), and
reopened for further comments on
November 1, 2002 (67 FR 66578), on the
establishment of grade and inspection
requirements for Walla Walla sweet
onions. Specifically, the proposed rule
would have required all Walla Walla
sweet onions handled prior to June 10
of each marketing season to be
inspected and be at least U.S.
Commercial grade. In addition, the
Committee would have funded the total
cost of all required inspections. The
primary intent behind the proposal was
to help ensure the maturity and
marketability of early season sweet
onions. A secondary goal was to help
prevent onions from other production
areas from being mislabeled and
marketed as Walla Walla sweet onions.

During the initial comment period,
July 22 through September 20, the
Department of Agriculture (USDA)
received one timely comment. This
comment, which may be reviewed on
the Internet at http://
www.ams.usda.gov/fv/modockets/
956 % 20comments/2002onions.htm,
raised several questions regarding the
proposal. To facilitate further public
review of the proposed rule, USDA
reopened the comment period from
November 1 through November 22,
2002.

During the reopened comment period,
the Committee met and unanimously
recommended early mandatory
inspections on Walla Walla sweet
onions, but prior to June 1 of each year
rather than June 10 as originally
recommended. The Committee believes
that a requirement for valid inspection
certificates on all lots of Walla Walla
sweet onions being shipped prior to
June 1 would enhance compliance
efforts in the prevention of the

misrepresentation and mislabeling of
onions.

The administrative record raises
questions as to the nature and purpose
of the proposal and possible
alternatives. Therefore, the proposed
rule is being withdrawn for further
consideration by the Committee.

The proposed rule regarding the
establishment of grade and inspection
requirements for sweet onions grown in
the Walla Walla Valley of Southeast
Washington and Northeast Oregon
published in the Federal Register July
22,2002, (67 FR 47741) is hereby
withdrawn.

List of Subjects in 7 CFR Part 956

Marketing Agreements, Onions,
Reporting and recordkeeping
requirements.

Authority: 7 U.S.C. 601-674.
Dated: March 24, 2003.

A.J. Yates,

Administrator, Agricultural Marketing
Service.

[FR Doc. 03—-7632 Filed 3—28-03; 8:45 am]
BILLING CODE 3410-02—P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 71

[Docket No. FAA—-2003-14644; Airspace
Docket No. 03—-AGL-01]

Proposed Modification of Class E
Airspace; Kenton, OH; Proposed
Rescission of Class E Airspace;
Bellefontaine, OH

AGENCY: Federal Aviation
Administration (FAA), DOT.
ACTION: Notice of proposed rulemaking.

SUMMARY: This document proposes to
modify Class E airspace at Kenton, OH,
and rescind Class E airspace at
Bellefontaine, OH. Standard Instrument
Approach Procedures (SIAPs) have been
developed for a new airport at
Bellefontaine, OH, which has been
named Bellefontaine Regional Airport.
Controlled airspace extending upward
from 700 feet or more above the surface
of the earth is needed to contain aircraft
executing these approaches. This action
would modify the existing controlled
airspace for Hardin County Airport and
rescind the existing controlled airspace
for the old Bellefontaine Municipal
Airport.

DATES: Comment must be received on or
before Mary 29, 2003.

ADDRESSES: Send comments on the
proposal to the Docket Management
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System, U.S. Department of
Transportation, Room Plaza 401, 400
Seventh Street, SW., Washington, DC
20590-0001. You must identify the
docket Number FAA-2003-14644/
Airspace Docket No. 03—AGL-01, at the
beginning of your comments. You may
also submit comments on the Internet at
http://dms.dot.gov. You may review the
public docket containing the proposal,
any comments received, and any final
disposition in person in the Dockets
Office between 9 a.m. and 5 p.m.,
Monday through Friday, except Federal
holidays. The Docket Office (telephone
1-800-647-5527) is on the plaza level
of the Department of Transportation
NASSIF Building at the above address.
An informal docket may also be
examined during normal business hours
at the office of the Regional Air Traffic
Division, Federal Aviation
Administration, 2300 East Devon
Avenue, Des Plaines, Illinois 60018.

FOR FURTHER INFORMATION CONTACT:

Denis C. Burke, Air Traffic Division,
Airspace Branch, AGL-520, Federal
Aviation Administration, 2300 East
Devon Avenue, Des Plaines, Illinois
60018, telephone (847) 294—-7568.

SUPPLEMENTARY INFORMATION:
Comments Invited

Interested parties are invited to
participate in this proposed rulemaking
by submitting such written data, views,
or arguments as they may desire.
Comments that provide the factual basis
supporting the views and suggestions
presented are particularly helpful in
developing reasoned regulatory
decisions on the proposal. Comments
are specifically invited on the overall
regulatory, aeronautical, economic,
environmental, and energy-related
aspects of the proposal.
Communications should identify both
docket numbers and be submitted in
triplicate to the address listed above.
Commenters wishing the FAA to
acknowledge receipt of their comments
on this document must submit with
those comments a self-addressed,
stamped postcard on which the
following statement is made:
“Comments to Docket No. FAA-2003—
14644/Airspace Docket No. 03—AGL—~
01.” The postcard will be date/time
stamped and returned to the
commenter. All communications
received on or before the specified
closing date for comments will be
considered before taking action on the
proposed rule. The proposal contained
in this action may be changed in light
of comments received. All comments
submitted will be available for
examination in the Rules Docket, FAA,

Great Lakes Region, Office of the
Regional Counsel, 2300 East Devon
Avenue, Des Plaines, Illinois, both
before and after the closing date for
comments. A report summarizing each
substantive public contact with FAA
personnel concerned with this
rulemaking will be filed in the docket.

Availability of NPRM’s

An electronic copy of this document
may be downloaded through the
Internet at http://dms.dot.gov. Recently
published rulemaking documents can
also be accessed through the FAA’s Web
page at http://www.faa.gov or the
Superintendent of Document’s Web
page at http://www.access.gpo.gov/nara.

Additionally, any person may obtain
a copy of this notice by submitting a
request to the Federal Aviation
Administration, Office of Air Traffic
Airspace Management, ATA—400, 800
Independence Avenue, SW.,
Washington, DC 20591, or by calling
(202) 267—8783. Communications must
identify both docket numbers for this
notice. Persons interested in being
placed on a mailing list for future
NPRM'’s should contact the FAA’s
Office of Rulemaking, (202) 267-9677,
to request a copy of Advisory Circular
No. 11-2A, Notice of Proposed
Rulemaking Distribution System, which
describes the application procedure.

The Proposal

The FAA is considering an
amendment to 14 CFR part 71 to modify
Class E airspace at Kenton, OH, for
Hardin County Airport, and rescind
Class E airspace at Bellefontaine
Municipal Airport. Controlled airspace
extending upward from 700 feet or more
above the surface of the earth is needed
to contain aircraft executing instrument
approach procedures. The area would
be depicted on appropriate aeronautical
charts. Class E airspace areas extending
upward from 700 feet or more above the
surface of the earth are published in
paragraph 6005 of FAA Order 7400.9K
dated August 30, 2002, and effective
September 16, 2002, which is
incorporated by reference in 14 CFR
71.1. The Class E designations listed in
this document would be published
subsequently in the Order.

The FAA has determined that this
proposed regulation only involves an
establishment body of technical
regulations for which frequent and
routine amendments are necessary to
keep them operationally current.
Therefore this proposed regulation—(1)
Is not a “significant regulatory action”
under Executive Order 12866; (2) is not
a “significant rule” under DOT
Regulatory Policies and Procedures (44

FR 11034; February 26, 1979); and (3)
does not warrant preparation of a
Regulatory Evaluation as the anticipated
impact is so minimal. Since this is a
routine matter that will only affect air
traffic procedures and air navigation, it
is certified that this proposed rule will
not have a significant economic impact
on a substantial number of small entities
under the criteria of the Regulatory
Flexibility Act.

List of Subjects in 14 CFR Part 71

Airspace, Incorporation by reference,
Navigation (air).

The Proposed Amendment

Accordingly, pursuant to the
authority delegated to me, the Federal
Aviation Administration proposes to
amend 14 CFR part 71 as follows:

PART 71—DESIGNATION OF CLASS A,
CLASS B, CLASS C, CLASS D, AND
CLASS E AIRSPACE AREAS;
AIRWAYS; ROUTES; AND REPORTING
POINTS

1. The authority citation for part 71
continues to read as follows:

Authority: 49 U.S.C. 106(g), 40103, 40113,
40120; E.O. 10854, 24 FR 9565, 3 CFR, 1959—
1963 Comp., p. 389.

8§71.1 [Amended]

2. The incorporation by reference in
14 CFR 71.1 of the Federal Aviation
Administration Order 7400.9K, Airspace
Designations and Reporting Points,
dated August 30, 2002, and effective
September 16, 2002, is amended as
follows:

* * * * *

Paragraph 6005—Class E airspace areas
extending upward from 700 feet or more
above the surface of the earth.

* * * * *

AGL OH E5 Bellefontaine, OH [Rescind]

AGL OH E5 Kenton, OH [Revised]

That airspace extending upward from 700
feet above the surface bounded by a line
beginning at lat.40°43'34" N., long. 83°33'51"
W., to lat. 40°38'16" N., long. 83°28'39" W.,
to lat. 40°30'37" N., long. 83°'57" W., to lat.
40°24'00" N., long. 83°33'37" W., to lat.
40°13'31" W., long. 83°40'22" W., to lat.
40°11'47" N., long. 83°52'11" W., to lat.
40°16'44" N., long. 83°01'10" W., to lat.
40°24'31" N., long. 84°02'39" W, to lat.
40°31'30" N., long. 83°56'56" W., to lat.
40°32'35" N., long. 83°46'53" W., to lat.
40°38'56" N., long. 83°48'49" W., to lat.
40°43'59" N, long. 83°42'14" W., to the point
of beginning, excluding that airspace within
the Urbana, OH Class E airspace area.

* * * * *
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Dated: Issued in Des Plaines, Illinois, on
March 13, 2003.
Nancy B. Shelton,
Manager, Air Traffic Division, Great Lakes
Region.
[FR Doc. 03—-7663 Filed 3—28—03; 8:45 am]
BILLING CODE 4910-13-M

DEPARTMENT OF THE INTERIOR

Minerals Management Service

30 CFR Part 204

RIN 1010-AC30

Accounting and Auditing Relief for
Marginal Properties

AGENCY: Minerals Management Service
(MMS), Interior.

ACTION: Supplementary proposed rule.

SUMMARY: MMS is proposing new
regulations to implement certain
provisions in the Federal Oil and Gas
Royalty Simplification and Fairness Act
of 1996. These regulations would
explain how lessees and their designees
could obtain accounting and auditing
relief for Federal oil and gas leases and
unit and communitization agreements
that qualify as marginal properties.
EFFECTIVE DATE: Comments must be
submitted on or before May 30, 2003.

ADDRESSES: Address your comments,
suggestions, or objections regarding this
proposed rule to:

By regular U.S. mail. Minerals
Management Service, Minerals Revenue
Management, Regulations and FOIA
Team, P.O. Box 25165, MS 320B2,
Denver, Colorado 80225-0165; or

By overnight mail or courier. Minerals
Management Service, Minerals Revenue
Management, Building 85, Room A-614,
Denver Federal Center, Denver,
Colorado 80225; or

By e-ail. MRM.comments@mms.gov.
Please submit Internet comments as an
ASCII file and avoid the use of special
characters and any form of encryption.
Also, please include “Attn: RIN 1010—
AC30” and your name and return
address in your Internet message. If you
do not receive a confirmation that we
have received your Internet message,
call the contact person listed below.
FOR FURTHER INFORMATION CONTACT: Paul
A. Knueven, Chief, Regulation and
FOIA Team, Minerals Revenue
Management, MMS, telephone (303)
231-3316, fax (303) 231-3385, or e-mail
Paul Knueven@mms.gov.
SUPPLEMENTARY INFORMATION: The
principal authors of this rule are Sarah
L. Inderbitzin of the Office of the
Solicitor and David A. Hubbard of

Minerals Revenue Management, MMS,
Department of the Interior.

I. Background

On August 13, 1996, the President
signed into law the Federal Oil and Gas
Royalty Simplification and Fairness Act
(RSFA).1 RSFA amends the Federal Oil
and Gas Royalty Management Act of
1982 (FOGRMA).2 Section 7 of RSFA
allows MMS and the State concerned
(defined under RSFA as ‘““a State which
receives a portion of royalties or other
payments under the mineral leasing
laws from [a Federal onshore or OCS oil
and gas lease]”’)3 to provide royalty
prepayment and regulatory relief for
marginal properties for Federal onshore
and Outer Continental Shelf (OCS) oil
and gas leases.* The stated purpose of
granting relief to marginal properties
under RSFA is to promote production,
reduce administrative costs, and
increase net receipts to the United
States and the States.5 Specifically,
paragraph (c) of the new 30 U.S.C. 1726
enacted by RSFA section 7 directed the
Secretary (and States that had received
a delegation of audit authority) to
“provide accounting, reporting, and
auditing relief that will encourage
lessees to continue to produce and
develop” marginal properties,
“provided that such relief will only be
available to lessees in a State that
allows.” (There is an exception to the
requirement for State allowance if
royalty payments from a lease are not
shared with a State under applicable
law.)

In response to the RSFA section 7
amendments, MMS conducted three
workshops to receive input from a wide
variety of constituent groups to develop
a proposed rule. The workshops were
held at MMS offices in Denver,
Colorado, on October 31, 1996, January
23,1997, and November 5, 1997.
Representatives from several Federal
and State government organizations
participated along with industry
organizations representing both small
and large Federal oil and gas lessees.
The input received during these
workshops was instrumental in
developing the proposed rule that was
published in the Federal Register on
January 21, 1999 (64 FR 3360).

Public comments received in response
to the proposed rule were sharply
contradictory. The comments fell into
two general categories:

1Pub. L. 104-185, as corrected by Pub. L. 104—
200.

230 U.S.C. 1711 et seq.

330 U.S.C. 1701(31).

430 U.S.C. 1726.

530 U.S.C. 1726(a).

1. The States believed that MMS was
offering too much relief to industry; and

2. Industry believed that the rule was
too complicated and did not offer
enough relief.

Because of the contradictory opinions,
the Associate Director for Minerals
Revenue Management asked the Royalty
Policy Committee (RPC) of the
Department of the Interior’s Minerals
Management Advisory Board to form a
subcommittee to review the marginal
property issue and make
recommendations to the Department on
how MMS should proceed. The RPC
appointed a subcommittee with
members from several industry
associations and the major States
affected by the relief provisions. MMS
employees and a representative of the
Office of the Solicitor served as
technical advisors to the subcommittee.

The RPC subcommittee prepared a
report that was submitted to the RPC on
March 27, 2001. The RPC accepted the
subcommittee’s recommendations. On
August 2, 2001, the Acting MMS
Director—on behalf of the Secretary of
the Interior—approved the report and
advised MMS to proceed with a second
proposed rule incorporating the
subcommittee’s recommendations. This
second proposed rule includes the RPC
subcommittee’s recommendations with
one exception described below.

II. Comments on the 1999 Proposed
Rule

MMS received comments on the
initial proposed rule published on
January 21, 1999 (64 FR 3360) from the
following nine entities:

e 3 States;

* 1 State and Indian audit
organization;

* 2 oil and gas producers;

¢ 2 industry associations; and

¢ 1 law firm representing 1 industry
association and 11 oil and gas
companies.

These comments are analyzed and
discussed below:

Definition of Base Period

1999 Proposed Rule. In § 204.2, MMS
proposed to define the base period as
the 12-month period from October 1
through September 30 immediately
preceding the calendar year in which
the lessee takes or requests marginal
property relief.

Public Comments. One State
commented that the base period should
track as closely as possible to the
beginning of the applicable calendar
year in which the lessee takes marginal
property relief. One producer requested
that the base period be moved from
October 1 through September 30 to
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September 1 through August 31 because
the proposed period did not allow
sufficient time for producers to report.
One industry association also requested
that the base period be moved back to
give industry more time for calculations.

RPC Subcommittee Recommendation.
The subcommittee members discussed
the need to change the proposed base
period. Producer groups indicated that
the base period needed to be moved
back at least 1 or 2 months. However,
one State representative said that the
base period needed to be as close to the
calendar year as possible, but the State
could accept moving it back to
September 1 through August 31. The
subcommittee ultimately recommended
changing the base period to July 1
through June 30. The subcommittee felt
that it was necessary to move the base
period back in order for MMS to publish
a Federal Register notice before the first
of the calendar year listing which States
were participating in the marginal
property relief options. The
subcommittee believes that the
following schedule should meet the
needs of all parties (industry, States,
and MMS):

August 15: Operators submit
production reports for June production.

October 1: MMS furnishes States a
report of marginal properties for July-
June base period.

November 1: States notify MMS if
they wish to opt in or out of marginal
property accounting and auditing relief
(if a State fails to notify MMS, they are
deemed to have opted out).

December 1: MMS publishes a
Federal Register notice listing which
States are opting in or out.

MMS Response. We agree with the
RPC subcommittee recommendation to
change the period to July 1 through June
30.

Definition of “‘Marginal Property”

1999 Proposed Rule. In § 204.4, MMS
proposed to define a “marginal
property” as a property having average
daily well production of less than 15
barrels of oil equivalent (BOE) per well
per day during the base period.

Public Comments. The law firm and
the two industry associations suggested
that MMS establish separate production
levels for different situations,
particularly offshore and onshore
properties. One State was concerned
that using all producing wells in the
calculation could result in classifying
properties with very prolific wells as
marginal. The same State also objected
to MMS delegating to itself the
determination of what marginal
production is because RSFA stated that

MMS and the States should determine
the definition jointly.

RPC Subcommittee Recommendation.
The subcommittee members discussed
the comment that separate qualification
rates should be established for offshore
and onshore. MMS representatives
advised the subcommittee that industry
had previously formed an operational
group to establish a rate for offshore, but
the group could not agree and the idea
was dropped. Subcommittee members
also discussed whether the States could
set their own individual qualification
rates. The subcommittee members
decided this was not acceptable because
of the administrative burden associated
with tracking and auditing different
rates for different States. One State
representative was concerned that some
States might want to offer some relief
but not at 15 BOE. The RPC
subcommittee did not recommend any
changes in the definition of “marginal
property.”

MMS Response. We propose to retain
the definition of “‘marginal property”
contained in the 1999 proposed rule.
MMS agrees with the subcommittee’s
conclusion that using different State
production levels to define “marginal
property” would be too administratively
onerous for use. Such an approach also
would result in a Federal law having
different meanings in different States,
which would raise serious legal
concerns.

Although using all producing wells in
the calculation to determine whether a
property is marginal may result in some
leases or units with high-producing
wells being classified as marginal
properties, we believe it would be too
administratively burdensome to allow
relief for individual wells, rather than
by lease or unit or communitization
agreement (hereinafter referred to as
“agreement” in this context) as the rule
provides. MMS believes that the
proposed rule does allow the Secretary
(acting through MMS) and the State to
“jointly determine, on a case-by-case
basis, the amount of what marginal
production from a lease or leases or well
or wells, or parts thereof” may obtain
royalty accounting and auditing relief,
as the statute provides (30 U.S.C.
1726(a)). Several State representatives
on the subcommittee ultimately
recommended using the production
level in the proposed rule. Moreover,
any State that does not agree with the
production levels MMS ultimately
adopts under this rule may decline to
allow accounting, reporting, and
auditing relief under § 204.208.

Statutory Requirements for Relief

1999 Proposed Rule. In § 204.5, MMS
reiterated the RSFA statutory
requirements that any relief granted for
marginal properties must promote
production, reduce administrative costs,
and increase net receipts to the Federal
Government and the States.

Public Comments. One State stated
that the proposed rule was contrary to
law because it was unlikely to promote
production or increase net receipts.
Further, the State argued that there is no
way to determine if the relief will
increase net receipts. The State also
noted that we must take into account
the loss of the time value of royalty
receipts if we allow delayed reporting.

RPC Subcommittee Recommendation.
The subcommittee discussed numerous
times the difficulty in finding possible
relief options that would meet all three
RSFA objectives. The subcommittee
recommended that two relief options be
retained—cumulative reporting and
“other” relief.

MMS Response. We understand the
State’s concerns, but do not agree that
the relief offered will not promote
production or increase net receipts.
Because use of the annual reporting
option is limited to properties
producing 1,000 BOE or less annually,
we believe there will be little loss of
time value of the royalties. Moreover,
we believe the administrative savings to
the lessee will promote production, and
the administrative savings to MMS and
the States will more than offset any
possible loss of interest. A member of
MMS’s reengineering team informed the
subcommittee that each different relief
option would require modifications to
MMS’s compliance programs and thus
add cost. We propose to limit our relief
options to those recommended by the
subcommittee to avoid being cost-
prohibitive.

State Liability for Denials of Requests
for Relief

1999 Proposed Rule. In § 204.6, MMS
proposed that if MMS denied a request
for relief based on a State’s denial, then
the decision was final for the
Department of the Interior and could not
be appealed administratively.

Public Comments. One State believed
that MMS’s interpretation of RSFA was
incorrect and left the States open to
litigation in Federal court. Another State
indicated that the proposed rule did not
clearly acknowledge that nothing in
RSFA serves to waive a State’s
immunity from suit.

RPC Subcommittee Recommendation.
All of the State representatives on the
subcommittee expressed grave concern
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over the language in the proposed rule
that said if a decision not to grant relief
is based on a State’s denial, the decision
would not be subject to administrative
appeal. This would put any challenge to
a decision not to grant relief directly
into Federal District Court. The States
were not willing to accept that risk.
Based on this discussion, the
subcommittee sent a request to seven
State agencies asking their opinion on
the comments raised by State
representatives on the subcommittee.
Only one agency responded, stating that
it agreed with the other States’ concerns.
Consequently, the subcommittee
recommended that each State be given
the ability to determine, before each
calendar year, whether it will allow
either the notification-based relief
option or the request-based relief
option, or both. If a State decides to
allow the request-based relief option,
the State would thereby agree to let
MMS make the final decision on the
relief request. That decision could be
appealed administratively within the
Department of the Interior.

MMS Response. We agree with the
subcommittee’s recommendation. We
also believe that modifying the
proposed rule at § 204.207(b) to read as
follows would eliminate the States’
concerns:

If, for your marginal property, there is a
State concerned that has determined in
advance that it will allow either or both of
the relief options under this subpart, MMS
will decide whether to approve, deny, or
modify your relief request after consulting
with the State concerned.

Thus, the approval process under this
proposed rule is like the current process
for issuance of orders where the State
has performed the audit. Although the
State is consulted regarding whether to
grant, deny or modify relief, MMS
would ultimately issue the decision and
the State would not be subject to suit in
Federal District Court. Moreover, any
State that does not wish to allow
accounting and reporting relief may opt
out.

Who May Request Relief

1999 Proposed Rule. In § 204.201,
MMS proposed that a lessee or the
lessee’s designee of a Federal property
could obtain relief if the property
qualified as marginal. Further, the lessee
or lessee’s designee could request relief
only for the lessee’s fractional interest in
the property.

Public Comments. One industry
association liked the fact that not all
lessees in a property have to seek relief
in order for an individual lessee to take
relief on the lessee’s portion. One State
commented that RSFA did not allow

designees to apply for relief in place of
the lessee.

RPC Subcommittee Recommendation.
The subcommittee suggested retaining
the original proposed language
concerning designees.

MMS Response. We agree with the
State that RSFA does not specifically
state that designees may seek relief on
behalf of lessees. However, it also does
not specifically preclude such action.
Indeed, 30 U.S.C. 1726(c) merely
authorizes the Secretary and delegated
States to provide relief “‘to encourage
lessees to continue to produce and
develop properties” and that relief will
only be “available to lessees in a State
that allows” such relief. The statute is
silent about who may request relief.
Therefore, because the statute is silent,
and designees are acting as the lessee’s
agent, we believe that it is reasonable
and consistent with RSFA to authorize
designees to request relief under this
rulemaking.

Cumulative Reporting and Payment
Relief

1999 Proposed Rule. In § 204.203,
MMS proposed to allow lessees to
report quarterly, semi-annually, or
annually depending upon the volume of
royalty BOE produced on the property.

Public Comments. One State objected
to allowing payments less often than
monthly because that is what is required
by lease terms. The law firm commented
that cumulative reporting should not be
less often than annual. One industry
association suggested that the
thresholds for the lessee to be allowed
to submit cumulative reports should be
higher. The other industry association
was concerned that lessees could not
perform the complicated calculations to
determine the level of relief and
suggested MMS establish a consistent
production level for eligibility for relief.
The industry association also stated that
the calculations to determine
cumulative royalty reporting relief were
too narrow and too burdensome and all
marginal properties should get the same
relief. The association also suggested
that MMS eliminate the requirement to
report allowances separately on
marginal properties and explain how
estimates would work with reporting
less often than monthly. One State was
concerned that MMS would have to
develop a separate database to track
reporting dates and royalty rates by
lessee.

RPC Subcommittee Recommendation.
A representative of the MMS financial
reengineering team was invited to a
subcommittee meeting on cumulative
reporting. The reengineering team
representative stated that MMS would

have to make some modifications to its
financial system in order to process
reporting on a periodic, cumulative
basis. She explained that each reporting
frequency would require funding for
system modifications; thus, we would
probably have to limit the available
relief options to avoid being cost-
prohibitive. Consequently, the
subcommittee recommended that only
annual cumulative reporting be retained
as a notification-based relief option and
that this option be limited to marginal
properties producing 1,000 BOE or less
annually.

MMS Response: We agree with the
subcommittee’s recommendations.
Moreover, with respect to one State’s
concern regarding the lease instrument’s
requirement that lessees pay monthly,
the Government may by rule waive an
obligation under the lease terms if doing
so does not change the lessee’s position
to its detriment.

Complex Calculations

1999 Proposed Rule. In §§ 204.203,
204.204, and 204.205, the level of relief
in each reporting option was based on
various levels of marginal production.
The calculations required lessees to
multiply the BOE attributable to a
marginal property by the applicable
lease royalty rate.

Public Comments. One State pointed
out that MMS did not provide any
rationale for the volume cut-offs for
relief. Another State commented that it
was unclear how MMS derived
production levels for the levels of relief.

RPC Subcommittee Recommendation.
Discussion in the subcommittee
centered on the complexity of the
calculations required to determine
whether a marginal property qualified
for a particular form of accounting
relief. The proposed rule included five
different production levels for the five
different forms or levels of accounting
relief. The subcommittee ultimately
decided to recommend volume limits
based on total BOE rather than royalty
BOE. The subcommittee also reduced
the number of volume levels from five
to one. This simplified the calculations
significantly.

MMS Response. We agree with the
subcommittee’s recommendations.

Net Adjustment Reporting

1999 Proposed Rule. In § 204.204,
MMS proposed to allow net adjustment
reporting as one of the notification-
based relief options. In this reporting
scenario, lessees could adjust a
previously-reported royalty line in a
one-line net entry on the Report of Sales
and Royalty Remittance, Form MMS—
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2014, rather than using MMS’s
traditional two-line adjustment process.

Public Comments. One State objected
to allowing net adjustments. One
industry association thought net
adjustment reporting should be allowed
for all leases under MMS’s reengineered
system. The law firm, however,
commented that net adjustments would
not be “relief” for marginal properties if
it is allowed for all reporters in the
reengineered system.

RPC Subcommittee Recommendation.
The subcommittee members discussed
the problems MMS’s financial
reengineering team had encountered in
trying to implement net adjustment
reporting. Because of very specific
requirements in FOGRMA for certain
data elements to be displayed on the
Explanation of Payments (EOP) sent to
States and tribes, the reengineering team
and MMS’s industry partners found net
adjustment reporting unworkable.
However, MMS continues to look for
acceptable net adjustment reporting
options for reengineering purposes.
Based on MMS’s continuing efforts to
offer net adjustment reporting for all
reporters, the subcommittee
recommended that the net adjustment
reporting relief option be dropped from
the proposed rule.

MMS Response. We agree with the
subcommittee’s recommendation.
“Rolled-Up” Reporting Relief Option

1999 Proposed Rule. In § 204.205,
MMS proposed to allow “rolled-up”
reporting as one of the notification-
based relief options. In this reporting
scenario, lessees could report all selling
arrangements for a revenue source
under a single selling arrangement on
the Form MMS-2014.

Public Comments. The law firm stated
that “rolled-up” reporting was not
significant relief. One of the industry
associations agreed that if all product
codes could not be rolled up, this was
not significant relief.

RPC Subcommittee Recommendation.
The subcommittee recommended that
the rolled-up reporting relief option be
dropped from the proposed rule. This
recommendation was, again, associated
with the problem of accommodating
required EOP information and the fact
that selling arrangements were dropped
from the revised Form MMS-2014
effective October 1, 2001.

MMS Response. We agree with the
subcommittee’s recommendation.

Alternate Valuation Relief Option

1999 Proposed Rule. In § 204.206,
MMS proposed to allow lessees to
request approval to report and pay
royalties using a valuation method other

than that required under 30 CFR part
206.

Public Comments. One State and one
industry association did not think
alternative valuation relief was
necessary because lessees already have
that option under current valuation
regulations. The law firm was troubled
by the provision that the proposed
valuation method should “approximate
30 CFR part 206.” The law firm stated
that with all the litigation currently in
progress, it would be difficult for
someone to determine what that value
should be. Another State commented
that the proposed rule invited litigation
because there was no way for a State or
MMS to determine whether an alternate
valuation method would “approximate”
royalties in the future. The State further
added that alternate valuation relief was
not accounting, reporting or auditing
relief but really royalty relief.

RPC Subcommittee Recommendation.
The subcommittee recommended
dropping this option from the proposed
rule.

MMS Response. We agree with
removal of this option for the reasons
stated by the commenters. Moreover,
alternative valuation is still an option a
lessee may request under the other relief
option in § 204.203 of this second
proposed rule.

1999 Proposed Rule. In § 204.211,
MMS proposed how it would review
requests for alternative relief. MMS did
not propose time frames within which
it would review requests.

RPC Subcommittee Recommendation.
The subcommittee recommended that
MMS have 120 days to review
alternative relief requests. The
subcommittee recommended that if
MMS did not complete the review
within the prescribed 120 days, requests
would be deemed “approved.”

MMS Response. MMS has not
determined whether to adopt the RPC
subcommittee’s recommendations. We
are concerned about deeming a request
“approved” based solely on the length
of time elapsed after receipt of the
request without any Department review.
One alternative is to deem the request
denied if MMS does not approve or
disapprove a lessee’s request within 120
days after MMS received the request.
Because denial of a request may be
appealed, that would give the
Department the opportunity to review
the request and make an informed
decision. The other alternative is to
have no timing requirements by not
including any provision at all.

Because of these concerns we are
specifically requesting comments on:

» Whether there should be a time
limit on MMS approval after it receives

a request for reporting, accounting, and
auditing relief;

* Whether the request should be
deemed approved or denied after some
time period, and what that period
should be; and

* Any other alternative approaches.
Audit Relief Option

1999 Proposed Rule. In § 204.207,
MMS proposed to allow audit relief
such as audits of limited scope, audits
coordinated with other State or Federal
agencies, or audits by independent
public accountants.

Public Comments. One State objected
to any limit on the scope of audits. The
State further added that independent
auditors do not review whether royalties
are paid correctly. Another State stated
that it did not believe that audit relief
was warranted and would not
participate in it. The third State wanted
to remove the audit relief option related
to “coordinated royalty and severance
tax audits” because it compromised the
State’s right to audit. The law firm
stated that audit relief was not much
relief because under the current strategy
marginal properties are seldom audited.
One industry association agreed that
audit relief was not much relief because
the States and MMS already practice
coordinated audits. The other industry
association, however, strongly
supported audit relief.

RPC Subcommittee Recommendation.
The subcommittee recommended
dropping this option from the proposed
rule.

MMS Response. We agree with
removal of this option for the reasons
stated by the State commenters.
Moreover, audit relief is still an option
a lessee may request under the “other”
relief option in § 204.203 of this second
proposed rule.

Other Relief Option

1999 Proposed Rule. In § 204.208,
MMS proposed to allow a lessee to
request any type of accounting and
auditing relief that was appropriate for
a specific marginal property provided
that it was not specifically prohibited.

Public Comments. One State opposed
the other relief option because the
burden to evaluate the request was too
great for a meaningless level of cost
savings.

RPC Subcommittee Recommendation.
The subcommittee members discussed
all three approval-based relief options
contained in the 1999 proposed rule.
Because of the sensitivities surrounding
what was in the original proposal, the
subcommittee decided to recommend an
approval-based relief option called
“other” relief. Other relief would apply
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to all marginal properties and could be
anything within MMS authority that the
lessee or his/her designee believes
would be marginal property relief. The
lessee would need to submit a proposal
to MMS for approval. After consultation
with the State or States concerned,
MMS would decide whether to grant the
requested relief. Examples of what
might be considered are payments made
more than annually but less than
monthly or an alternative valuation
method.

MMS Response. We agree with the
subcommittee’s recommendation.
Further, we disagree with one State’s
comment that such an option is too
great a burden relative to any savings.
As this second proposed rule states, any
relief requested must meet the statutory
requirements in RSFA to promote
production, increase net receipts, and
reduce administrative costs.

Disallowed Relief Options

1999 Proposed Rule. In § 204.209,
MMS listed relief items that MMS
would not approve if requested by
lessees.

Public Comments. One State wanted
to add three items to the types of relief
that MMS would not approve. The items
were any relief request that (1) decreases
royalty income below true market value,
(2) increases allowances, or (3) reduces
royalty-bearing volumes.

RPC Subcommittee Recommendation.
The subcommittee recommended
retaining the list of disallowed items
with no changes.

MMS Response. We believe that
§204.203(a)(1) in this second proposed
rule, which provides that any
alternative valuation methodology must
approximate royalties payable under 30
CFR part 206, addresses the State’s
concern.

Notification-Based Relief

1999 Proposed Rule. In § 204.210(a),
MMS described the information a lessee
must submit to MMS before taking any
notification-based relief.

Public Comment. One industry
association supported notification-based
relief rather than request-based relief.
The other industry association did not
want any required notification for taking
relief in §§204.203, 204.204, and
204.205.

Two States opposed the automatic
relief options. One of those States
indicated that all relief should be gained
through an approval process. One
industry association liked the provision
that would allow lessees to file a single
notification for multiple marginal
properties.

RPC Subcommittee Recommendation.
The subcommittee recommended only
one type of notification-based relief—
cumulative annual reporting.

MMS Response. We agree with the
subcommittee recommendation to allow
only notification-based relief for annual
reporting.

Approval Process

1999 Proposed Rule. In §§ 204.212
and 204.213, MMS described the
approval process for request-based
relief.

Public Comments. All three States
thought that the approval process
placed too much administrative burden
on the States. One State objected to
MMS telling the States what the scope,
timing or process should be for its
review of a request. The same State
noted that MMS cannot tell a State who
in the State will make determinations
on relief or how long they have to make
the determinations. One industry
association suggested that authority to
approve alternative valuation should be
delegated to someone below the
Assistant Secretary for Land and
Minerals Management (ASLM). The
other industry association wanted
approval authority for all properties to
be with the ASLM. The law firm, one
State, and one industry association
commented that they did not agree with
the fact that the regulation required
States to do things within specified time
periods but not MMS. One State did not
agree with the provision that if the State
did not notify MMS of its decision
within 30 days then the State is deemed
to agree with MMS’s determination. One
industry association was concerned that
States might be given more than 30 days
to review and decide relief options. The
same industry association supported
publication of States’ decisions to allow
or disallow certain types of relief and
wanted MMS and the States to develop
criteria for analyzing relief requests.

RPC Subcommittee Recommendation.
The subcommittee recommended that
MMS consult with the State concerned
about a request for relief rather than
requiring a decision from the State in a
specific period of time.

MMS Response. The State’s concerns
regarding timing are no longer an issue
because this proposed rule now requires
consultation with the State concerned,
rather than specific timing
requirements. See discussion on
proposed § 204.207(b) under the topic
““State Liability”” above.

Length of Relief

1999 Proposed Rule. In § 204.217,
MMS proposed that any approved relief

would remain in effect for as long as the
property qualified as marginal.

Public Comments. One State opposed
continuous relief throughout the life of
a lease and thought the marginal
properties should be monitored
periodically. One industry association
supported relief for the life of the lease.

RPC Subcommittee Recommendation.
The subcommittee did not recommend
any changes in § 204.217 (redesignated
as § 205.209).

MMS Response. We agree that
properties should have relief for the life
of the lease only if they continue to
qualify as marginal. Moreover, nothing
in this proposed rulemaking precludes
MMS from monitoring and auditing
leases for compliance with other MMS
regulations and lease terms.

Relationship to Other Incentive
Programs

1999 Proposed Rule. In § 204.218,
MMS proposed that a lessee could
obtain accounting and auditing relief for
a marginal property even if the property
benefited from other Federal or State
production incentive programs.

Public Comments. One State
commented that lessees should be
required to disclose other types of relief
they are receiving. One industry
association supported the provision
allowing lessees to get marginal
property relief even if they benefit from
other incentive programs.

RPC Subcommittee Recommendation.
The subcommittee did not recommend
any changes in this provision.

MMS Response. We agree that lessees
should get marginal property accounting
and auditing relief even if they benefit
from other relief programs. Nothing in
RSFA precludes obtaining marginal
property relief if a lessee obtains other
relief.

Fees

1999 Proposed Rule. In § 210.210(b),
MMS listed the information that lessees
must submit in their requests for
accounting and auditing relief and the
requirement to submit a $50 fee with
each request.

Public Comments. One State stated
that the items to be included in the
written request for relief were
inadequate. Two States said the $50 fee
is too low compared to the cost incurred
by States and MMS to process requests.
Two States thought the fees should be
shared with the States. Both industry
associations opposed the fee. One
industry association said that small
independent producers could not afford
it and did not like the fact that MMS
would not refund the fee for any reason.
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RPC Subcommittee Recommendation.
The subcommittee recommended
elimination of the fee for request-based
relief.

MMS Response. After further legal
review, we have decided that it is
reasonable not to recover a processing
fee for requests or notices under this
proposed rule. MMS recovers its costs
under the Independent Offices
Appropriations Act of 1952 (I0AA),® for
Federal offshore leases, and the Federal
Land Policy and Management Act of
1976(FLPMA),” for Federal onshore
leases. Thus, as part of the previously-
proposed rulemaking, we analyzed the
proposed marginal property relief’s cost
recovery fees for reasonableness
according to the factors in FLPMA
section 304(b).8 In that proposed
rulemaking, we examined the
“reasonableness factors” which FLPMA
requires to be considered: (a) Actual
costs (exclusive of management
overhead); (b) the monetary value of the
rights or privileges sought by the
applicant; (c) the efficiency to the
Government processing involved; (d)
that portion of the cost incurred for the
benefit of the general public interest
rather than for the exclusive benefit of
the applicant; (e) the public service
provided; and (f) other factors relevant
to determining the reasonableness of the
costs.

For marginal property relief taken or
requested under § 204.210, the method
used to evaluate the factors under the
previously-proposed rulemaking was
twofold. First, we estimated actual costs
and evaluated each of the remaining
FLPMA reasonableness factors (b)
through (f) individually to decide
whether the factor might reasonably
lead to an adjustment in actual costs. If
so, that factor was then weighed against
the remaining factors to determine
whether another factor might reasonably
increase, decrease, or eliminate any
contemplated reduction. On the basis of
that twofold analysis, although MMS’s
total estimated actual costs were $2,370
to process an average request, MMS
determined that a fee of $50 to process
relief requests was reasonable.

MMS determined a reduced fee was
reasonable primarily based on its
evaluation of FLPMA factor (f) Other
Factors. MMS’s primary consideration
under this factor was RSFA’s purpose
with respect to marginal properties.
Congress enacted RSFA to “promote
production,”® by “encourag[ing] lessees
to continue to produce and develop

631 U.S.C. 9701 et seq.
743 U.S.C. 1701.

864 FR 3366—69.
9RSFA section 7(a).

marginal properties.”’10 Congress stated
that “certain regulatory * * *
obligations should be waived if it can be
demonstrated such a waiver could aid
in maintaining production that might
otherwise be abandoned.”11 However,
RSFA also mandated that any relief
should “reduce administrative costs,
and increase net receipts to the United
States and the States.”?2 Congress stated
that granting relief for marginal
properties should “result in additional
receipts from oil and gas production
that would otherwise be abandoned,
and would * * * increase oil and gas
production on Federal lands by creating
economic efficiencies to make Federal
leases more competitive with private
leases.”13 Thus, as part of its FLPMA
reasonableness analysis, MMS
considered (1) whether the benefit from
the increase in royalties to be gained
from continued production from
marginal properties and the decreased
administrative burden to MMS from
granting such relief merited a reduction
in fee charges; and (2) whether
recovering the fee would defeat the
Congressional intent to provide relief by
discouraging companies from requesting
relief.

MMS has reexamined the analysis
under factor (f) in the previously-
proposed rule to determine whether
those factors warranted elimination of
the proposed fee. We believe they do.
We do not believe that the
administrative savings to industry that
may be afforded if they are granted relief
will be significant enough for them to
pay to request relief. Moreover, we
believe that the companies that most
need the relief are small independents
who would be discouraged from
applying for relief by even the nominal
$50 fee previously proposed. Because
the purpose of RSFA is to grant relief to
producers so that they will continue to
produce, we believe it is
counterproductive to include a fee that
will discourage many of the smaller
marginal producers from requesting
relief. Thus, we are not proposing to
require payment of a processing fee for
relief requests.

III. Procedural Matters

1. Public Comment Policy

Our practice is to make comments,
including names and home addresses of
respondents, available for public review
during regular business hours and on
our Internet site at www.mrm.mms.gov.

10S. Rep. 260, 104th Cong., 2d Sess. 20 (1996);
H.R. 667, 104th Cong., 2d Sess. 20 (1996).

11 H.R. 667, 104th Cong., 2d Sess. 20 (1996).

12RSFA section 7(a).

13]d. at 20-21.

Individual respondents may request that
we withhold their home address from
the rulemaking record, which we will
honor to the extent allowable by law.
There also may be circumstances in
which we would withhold from the
rulemaking record a respondent’s
identity, as allowable by law. If you
wish us to withhold your name and/or
address, you must state this
prominently at the beginning of your
comments. However, we will not
consider anonymous comments. We
will make all submissions from
organizations or businesses, and from
individuals identifying themselves as
representatives or officials of
organizations or businesses, available
for public inspection in their entirety.

2. Summary Cost and Benefit Data

We have summarized below the
estimated costs and benefits of this
proposed rule to all potentially-affected
groups: industry, State and local
governments, and the Federal
Government. Indian tribes and allottees
are not affected by this rule. The cost
and benefit information in this Item 2 of
Procedural Matters is used as the basis
for the Departmental certifications in
Items 3 through 11 below.

A. Industry

(1) Cost—Notification-based relief—
Submitting notifications. Approximately
3,000 Federal oil and gas properties
produce 1,000 or less BOE annually. In
the first year after this rule becomes
effective, we estimate that lessees of
1,000 of these properties will submit
notifications that they will take
cumulative reporting and payment
relief. We do not anticipate that all
lessees of qualifying properties will
submit notifications because not all
States will allow reporting and payment
relief, and large corporations may find
that modifying their computer systems
to report and pay on a few leases
annually rather than monthly will not
be cost effective.

We further estimate that a lessee will
require 2 hours to determine if a
property qualifies for cumulative
reporting and payment relief and then
prepare and submit the notification to
MMS. Consequently, the total estimated
burden for all notifications in the first
year is 2,000 hours (1,000 properties X
2 hours). Using an estimated $50 per
hour cost, the total cost for all lessees to
submit these notifications is $100,000
(2,000 burden hours x $50).

Because the reporting and payment
relief for a qualified property is for the
life of the property as long as the
property produces less than 1,000 BOE
per year, a notification need only be
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filed one time. However, we estimate
that MMS will receive notifications for
approximately 100 newly-qualifying
properties in each subsequent year. The
total estimated burden for each
subsequent year is 200 hours (100
properties x 2 hours) for a total cost of
$10,000 (200 hours x $50).

(2) Benefit—Notification-based
relief—Reporting fewer lines. We
estimate that an average of 1,000
properties (500 leases and 500
Agreements) will involve cumulative
reporting and payment relief annually.
This means that royalties on these
properties will be reported and paid
annually rather than monthly. We
further estimate that lessees will submit
5,500 fewer lines for leases (1 line per
month x 11 months x 500 leases) and
16,500 fewer lines for Agreements (3
lines per month x 11 months x 500
Agreements) on Form MMS-2014, each
year for a total of 22,000 fewer lines per
year. Because each line averages 3
minutes to submit, we estimate that
lessees will save 1,100 burden hours
(22,000 lines x 3 minutes + 60 minutes/
hour) or a total of $55,000 (1,100 hours
x $50/hour) in the first year this rule is
effective and for each year thereafter.

(3) Cost—Request-based relief—
Requesting approval. MMS expects
approximately 10 requests per year for
other accounting and auditing relief. We
estimate each request will require 4
hours for a lessee to prepare and submit.
This estimate also includes providing
information originally omitted from the
request and lessee approval of MMS
modifications, if any. The estimated cost
to lessees to request other relief is
approximately $2,000 per year (10
requests x 4 hours per request x $50 per
hour).

(4) Benefit—Request-based relief—
Taking request-based relief. We are
unable to quantify the benefits of the
request-based relief category at this time
because we do not know what types of
relief industry will request or how many
MMS will approve.

(5) Cost—Both types of relief—
Notifying MMS that relief has ceased.
When a property ceases to qualify for
previously granted relief, the lessee or
designee is required to notify MMS.
MMS expects that 24 properties will
cease to qualify for relief each year and
that each notification will require %4
hour to prepare and submit. The

estimated cost to lessees for these
notifications is approximately $300 (24
properties x .25 hours x $50).

Small Business Issues. Approximately
2,500 companies report and pay
royalties to MMS. We estimate that over
97 percent of these companies are small
businesses as defined by the U.S. Small
Business Administration because they
have 500 or fewer employees. We
anticipate that most of the relief granted
under this proposed rule will benefit
small companies. Typically, as
properties near the end of their
productive life, larger companies with
higher overhead, sell their marginal
properties to small companies who can
operate them more profitably. We
expect most small companies will avail
themselves of the cumulative reporting
and payment relief option. Generally,
larger companies may not use this
option because of the expense of
modifying their large, complex
computer systems to report a few leases
on an annual rather than a monthly
basis. However, we expect that most
request-based relief will be sought by
larger companies having more
sophisticated and complex accounting
considerations. If any company, large or
small, chooses not to take the
accounting and auditing relief offered in
this proposed rule, it will incur no
additional expense or burden.

B. State and Local Governments

This rule will not impose any
additional burden on local governments.
MMS estimates that States impacted by
this rule would incur costs and benefits
as calculated below:

(1) Cost—Notification-based relief—
Determining State participation. Burden
hours for review and development of a
blanket State policy on accounting and
auditing relief is estimated to be 40
hours at the beginning of each year.
Only 4 States have sufficient numbers of
marginal properties to require an in-
depth analysis of the economic impact
of offering accounting and auditing
relief. Consequently, we estimate the
total annual burden to establish blanket
policies for all States to be
approximately 160 hours (4 primary
States x 40 hours) or a total cost of
$8,000 (160 hours x $50).

(2) Cost—Request-based relief—
Consulting with MMS. Consultation
with MMS on individual requests for

other accounting and auditing relief is
estimated to be 4 hours per property. As
noted previously, MMS expects
approximately 10 requests for
individual accounting and auditing
relief each year for a total burden of 40
hours for all States (10 requests x 4
hours per request) or a total cost of
$2,000 (40 hours x $50).

(3) Benefit—Notification-based
relief—Prolonging life of marginal wells.
As discussed in item 2.A., we estimate
that after the first year, cumulative
reporting will save industry
approximately $45,000 annually
($55,000-$10,000). We believe this
reduced cost of operations will prolong
the life of marginal wells. If the
reporting relief encourages industry to
continue to produce oil and gas from
marginal properties, States will benefit
in the additional receipts. The States
generally would receive 50 percent of
the royalties collected on additional
production plus additional severance
and ad valorem taxes. The States also
would benefit from continued
employment and economic activity
resulting from production that would
otherwise be abandoned. We cannot
determine the length and dollar benefit
of this additional well life at this time.
However, we believe that if States
choose to participate in this reporting
relief, the net benefits to the States will
be positive.

(4) Cost—Notification-based relief—
Lost time value of money. Because
payments would be made annually
rather than monthly, States will lose the
time value of money on sales made in
the 11 months before the royalty
payment is due. Generally, States
receive 50 percent of the royalties
collected for onshore leases.

For example, New Mexico has the
largest number of properties qualifying
for cumulative reporting and payment
relief—approximately 1,280. Using a
value of $21 per barrel of o0il and $2.20
per Mcf of gas and a 7 percent interest
rate, we estimate that if all 1,280
qualifying properties take cumulative
reporting and payment relief, New
Mexico would lose a maximum of
$14,000 annually in the time value of
money. The calculation for New Mexico
marginal properties producing 1,000
BOE per year or less is as follows:

Action Gas (Mcf) Qil (bbl) Total
Total qualifying VOIUME .....cocuiiiiiiiiiiie e 1,741,829 154,101
Multiplied by estimated unit value .... x $2.20 x $21.00
Total eSMAEA VAIUE .....ceeivieeieiiecieiiecie sttt ste st et nneenees $3,832,023 $3,236,121 $7,068,144
Multiplied DY rOYalty FAtE 1 ......couiiiiiiiieie ettt e e | ebeesieeenneesneenteesneen | eeebeestee e x.125
Total royalty dUE TOr YEAI ....cveviiciiee it se e ese e see e see e sereeesreaeeessnenesssneessnses | aeesssseessssseesssssseessins | teesiseeesniseessnseessnseees $ 883,518
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Action Gas (Mcf) Oil (bbl) Total

Divided DY 12 MONNS 2 .....oiiiiiiiiiiie ettt sreesies | eereesine e e e e en | eeeree s e +12
Average royalty due per MONEN ........cooouiiiiiiiieiieeie et sree e | eeeiee s aseeseeenieenine | ereeeere e e e e $ 73,626
Multiplied by est. interest rate .... x .07
Interest on 1 mo. royalty for 1 yr. 5,153
MUItIplied DY B6/123 ... ..ottt niee | eereesiee e e e ne e e en | eeeree s e x 66/12
Interest (ime value) 10St fOr YI. 4 ...t seees | eeriee st e e e seesne | ereeeebeeseeasbeeseeaeees 28,341

1The royalty rate for Federal onshore leases is most often 12%> percent. However, many of these marginal properties may also qualify for
lower royalty rates under the stripper oil royalty rate reduction program (30 CFR 216.57). Consequently, the royalty value in this calculation could

be less.

2To simplify this calculation, we divided the total royalty due for the year by 12 months on the assumption that the royalties would be evenly

produced throughout the year.

3 This factor reflects the fact that different amounts of interest would accrue for each production month, beginning with %12 of 7 percent for the
first month; 1%z of 7 percent for the second month; %12 of 7 percent for the third month, etc. for a total of 6%12.
4The New Mexico State share is 50 percent; the Federal share is 50 percent. We rounded each share to $14,000.

As noted above, we calculated the
time value of money lost for qualifying
properties in New Mexico to be
approximately $28,000 annually (the
New Mexico share is $14,000 and the
Federal government’s share is $14,000).
Because New Mexico has 43 percent of
all marginal properties producing 1,000
BOE or less per year, we extrapolated
the total loss for qualifying properties in
all States to be $65,000 annually
($28,000 +. 43 = $65,000). The share of
the lost time value of money for all
States would be $32,500 and the Federal
government’s share would be $32,500.

C. Federal Government

(1) Benefit—Notification-based
relief—Processing fewer lines. As noted
in item 2.A.(2) above, lessees will
report—and MMS will process—
approximately 22,000 fewer lines under
the cumulative reporting and payment
relief option. We estimate that MMS
will save approximately $8,360 per year
(22,000 lines X $.38 processing cost per
line). We determined the cost per line
using cost data from OMB Control
Number 1010-0140 ($958,229 cost to
MMS to process lines received from
industry on the Form MMS-2014
divided by 2,496,000 expected lines per
year).

(2) Cost—Notification-based relief—
Processing notifications. In the first
year, MMS expects to receive 1,000
notifications from lessees who wish to
report annually on their marginal
properties. We estimate that recording
each notification in MMS’s automated
records will require 5 minutes per
notice. Total time to record the
notifications is 83 hours (1,000 notices
X 5 minutes/notice 60 minutes/hour).
Using an average cost of $50 per hour,
the total cost to the Government is
estimated to be $4,150.

In the second year and each year
thereafter, MMS expects to receive only
100 notifications. Total time to record
the notifications is 8 hours (100 notices
X 5 minutes/notice 60 minutes/hour) or
a total cost of $400 (8 hours X $50/
hour).

(3) Cost—Request-based relief—
Evaluating requests for other relief. As
noted in item 2.A.(3) above, MMS
expects to receive 10 individual
accounting and auditing relief requests
from lessees annually. We estimate that
each request will require 40 hours to
analyze for a total cost of $20,000 (10
requests X 40 hours per request X $50
per hour).

(4) Benefit—Notification-based

relief—Prolonging life of marginal wells.

As discussed in item 2.A. above, we
estimate that after the first year
cumulative reporting will save industry
approximately $45,000 annually
($55,000—%$10,000). We believe this
reduced cost of operations will prolong
the life of marginal wells. We cannot
determine the length and dollar benefit
of this additional well life at this time.
The Federal government would
generally receive 50 percent of the
royalties collected on additional
production. We believe the net benefit
to the Federal government will be
positive.

(5) Cost—Notification-based relief—
Lost time value of money. The Federal
government will lose the time value of
money on sales made in the 11 months
before the royalty payment is due.
Generally, the Federal government
receives 50 percent of the royalties
collected for onshore leases. We believe
the amount lost to the Federal
government for the time value of money
would be the same as for all States or
$32,500 annually (see item B.4. above
for the calculation).

D. Summary of Costs and Benefits

Benefit / <COST>
Description
: Subsequent
First Year Years
A. Industry
(1)<Cost>—Notification-based relief—Submitting NOLIfICAtIONS .........ccceiiiiiiiii e $<100,000> $<10,000>
(2) Benefit—Notification-based relief— Reporting fewer lines .... 55,000 55,000
(3) Cost—Request-based relief—Requesting apProval ..........cooiiiiiiiiiiiiie e <2,000> <2,000>
(4) Benefit—Request-based relief—Taking request-based relief and prolonging the life of marginal wells .......... Unknown Unknown
(5) Cost—Both types of relie—Notifying MMS that relief has ceased ...........ccccoiiiiiiiiiii e <300> <300>
B. State and Local Governments
(1) Cost—Notification-based relief—Determining State partiCipation ............cccceieueiiieiieenieseee e <8,000> <8,000>
(2) Cost—Request-based relie—Consulting with MMS <2,000> <2,000>
(3) Benefit—Notification-based relief—Prolonging life of marginal Wells ...........cccccoiiiiiiiiicin Unknown Unknown
(4) Cost—Notification- based relief—Lost time value Of MONEY ..........cooiiiiiiiiiii e <32,500> <32,500>
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Benefit / <COST>
Description
: Subsequent
First Year Years
C. Federal Government

(1) Benefit—Notification-based relief—Processing feWer INeS ...........ccooiiiiiiiiiiiiii e 8,360 8,360
(2) Cost—Notification-based relief—Processing NOIfICAtIONS ...........cociiiiiiiiiiiii e <4,150> <400>
(3) Cost—Request-based relief—Evaluating requests for relief ... <20,000> <20,000>
(4) Benefit—Notification based relief—Prolonging the life of marginal Wells ..........ccccooiiiiiiiiiiie e, Unknown Unknown
(5) Cost—Notification-based relief—Lost time value of MONEY ........c.cooiiiiiiiiiiii e <32,500> <32,500>

3. Regulatory Planning and Review
(Executive Order 12866)

This document is not a significant
rule and is not subject to review by the
Office of Management and Budget under
Executive Order 12866.

(1) This proposed rule will not have
an effect of $100 million or more on the
economy. It will not adversely affect in
a material way the economy,
productivity, competition, jobs, the
environment, public health or safety, or
State, local, or tribal governments or
communities.

(2) This proposed rule will not create
a serious inconsistency or otherwise
interfere with an action taken or
planned by another agency.

(3) This proposed rule will not alter
the budgetary effects or entitlements,
grants, user fees, or loan programs or the
rights or obligations of their recipients.

(4) This proposed rule does not raise
novel legal or policy issues.

4. The Regulatory Flexibility Act

The Department of the Interior
certifies that this rule will not have a
significant economic effect on a
substantial number of small entities
under the Regulatory Flexibility Act (5
U.S.C. 601 et seq.). See the discussion
of small business effects in Item 2.A.
above.

Your comments are important. The
Small Business and Agricultural
Regulatory Enforcement Ombudsman
and 10 Regional Fairness Boards were
established to receive comments from
small businesses about Federal agency
enforcement actions. The Ombudsman
will annually evaluate the enforcement
activities and rate each agency’s
responsiveness to small business. If you
wish to comment on the enforcement
actions in this rule, call 1-888-734—
3247. You may comment to the Small
Business Administration without fear of
retaliation. Disciplinary action for
retaliation by an MMS employee may
include suspension or termination from
employment with the Department of the
Interior.

5. Small Business Regulatory
Enforcement Act (SBREFA)

This rule is not a major rule under 5
U.S.C. 804(2), the Small Business
Regulatory Enforcement Fairness Act.
This rule:

a. Will not have an annual effect on
the economy of $100 million or more.

b. Will not cause a major increase in
costs or prices for consumers,
individual industries, Federal, State, or
local government agencies, or
geographic regions.

c. Will not have significant adverse
effects on competition, employment,
investment, productivity, innovation, or
the ability of U.S.-based enterprises to
compete with foreign-based enterprises.

6. Unfunded Mandates Reform Act

This rule will not impose an
unfunded mandate on State, local, or
tribal governments or the private sector
of more than $100 million per year. The
rule will not have a significant or
unique effect on State, local, or tribal
governments or the private sector. A
statement containing the information
required by the Unfunded Mandates
Reform Act (2 U.S.C. 1531 et seq.) is not
required.

7. Takings (Executive Order 12630)

In accordance with Executive Order
12630, this proposed rule does not have
significant takings implications. This
rule does not impose conditions or
limitations on the use of any private
property; consequently, a takings
implication assessment is not required.

8. Federalism (Executive Order 13132)

In accordance with Executive Order
13132, this proposed rule does not have
Federalism implications. This rule does
not substantially or directly affect the
relationship between Federal and State
governments or impose costs on States
or localities.

9. Civil Justice Reform (Executive Order
12988)

In accordance with Executive Order
12988, the Office of the Solicitor has
determined that this proposed rule will
not unduly burden the judicial system

and does meet the requirements of
sections 3(a) and 3(b)(2) of the Order.

10. Paperwork Reduction Act of 1995

This proposed rule contains new
information collection requirements that
we have submitted to the Office of
Management and Budget (OMB) for
review and approval under section
3507(d) of the Paperwork Reduction Act
of 1995. As part of our continuing effort
to reduce paperwork and respondent
burden, we invite the public and other
Federal agencies to comment on any

asgect of the reporting burden.
ubmit your comments to the Office

of Information and Regulatory Affairs,
OMB, Attention Desk Officer for the
Department of the Interior (OMB
Control Number 1010-NEW), 725 17th

Street, Washington, DC 20503.
Send copies of your comments to Paul

A. Knueven, Chief, Regulations and
FOIA Team, Minerals Management
Service, Minerals Revenue Management,
P.O. Box 25165, MS 320B2, Denver,
Colorado 80225. If you use an overnight
courier service, the MMS courier
address is Building 85, Room A-614,
Denver Federal Center, Denver,
Colorado 80225. You may also e-mail
your comments to us at
mrm.comments@mms.gov. Include the
title of the information collection and
the OMB Control number in the
“Attention” line of your comment. Also
include your name and return address.
Submit electronic comments as an
ASCII file avoiding the use of special
characters and any form of encryption.
If you do not receive a confirmation that
we have received your e-mail, contact

Mr. Knueven at (303) 231-3316.
OMB has up to 60 days to approve or

disapprove this collection of
information but may respond after 30
days. Therefore, public comments
should be submitted to OMB within 30
days in order to assure their maximum
consideration. However, we will
consider all comments received during
the comment period for this notice of

proposed rulemaking.
Information Collection Burden. The

annual reporting burden for this
information collection in the first year
after this rule is effective is 2,206 hours.
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We expect approximately 1,034
responses from 1,010 Federal lessees or

responses from 4 States annually. The
table below shows the breakdown of

designees and approximately 4

burden in the first year by proposed

CFR section and paragraph:

Annual num-
: : ’ Burden hours Annual burden
30 CFR section Reporting requirement per response regr?c:nosfes hours
204.202(b); 204.205(a) | You must notify MMS under § 204.205(a) before taking [cumulative 2 1,000 2,000

204.202(c), (e), (), (9);
204.210(c).

204.203(b);
204.205(b)(1);
204.206(a)(3), (b).

204.208(c), (d)

reporting] relief under this option * * * To take accounting relief
under §204.202, you must notify MMS in writing * * *.

Submit your royalty report and payment * * * by the end of Feb-
ruary * * * Submit your royalty report and payment by the end of
March if you have an estimate on file * * * Report one line of cu-
mulative royalty information on the Report of Sales and Royalty
Remittance, Form MMS-2014 * * * [f you take relief you are not
qualified for, you must * * * amend your Form MMS-2014 * * *
You must report allowances on Form MMS-2014 on the same
annual basis as the royalties for your marginal property * * *
You must report and pay royalties for the portion of the calendar
year * * * by the end of the month after you dispose of the mar-
ginal property * * * You must adjust your royalty payments if
they are affected by any required BLM or OMM reallocation
under the nonqualifying Agreement.

You must request approval from MMS under §204.205(b) before
taking relief under this [other relief] option * * * To obtain [other]
accounting or auditing relief under § 204.203, you must file a writ-
ten request * * * You have 60 days from your receipt of MMS'’s
notice to either accept or reject any modifications in writing * * *
If your request for relief is not complete * * * you must submit
the missing information within 60 days * * * You may submit a
new request for relief * * * at any time after MMS returns your
incomplete request.

* * * The State must notify the Associate Director for [MRM], in
writing of its intent to allow or disallow one or both of the relief
options * * * [and] specify in its notice of intent * * * which relief
options it will allow or disallow * * * If it so decides * * * that it
will allow one or both of the relief options previously denied * * *
the State must notify the Associate Director * * * in writing * * *
its intent to allow one or both of the relief options * * * [and]
specify in its notice of intent * * * which relief options it will
allow..

You must notify MMS in writing by December 31 that the relief for
your property has terminated.

Burden covered under OMB Control Number

1010-0140
4 10 40
40 4 160
.25 24 6
........................ 1,038 2,206

As noted in the table above, the total
burden hours for this information
collection is 2,206 hours in the first
year. Using an average cost of $50 per
hour, the total cost to respondents is
$110,300.

In the second year after this rule is
effective and each year thereafter, the
annual burden for this information
collection will be substantially reduced
to 406 hours and a total cost of $20,300
(406 hours x $50/hour). Because the
reporting and payment relief for a
qualified property is for the life of the
property as long as the property
produces less than 1,000 BOE per year,
a notification under §§ 204.202(b) and
204.205(a) need only be filed one time.
Consequently, we expect only 100
notifications for newly-qualifying
properties in each subsequent year. The
total estimated burden for notifications
will decrease from 2,000 hours (1,000

responses x 2 hours) to 200 hours (100
responses x 2 hours) for a total decrease
of 1,800 hours. MMS will notify OMB
of this burden adjustment at the
appropriate time. There are no
additional recordkeeping costs
associated with this information
collection.

Effects on OMB Control Number
1010-0140, Report of Sales and Royalty
Remittance, Form MMS-2014. We
estimate that as a result of cumulative
reporting, lessees will submit, and MMS
will receive, a total of 22,000 fewer lines
on Forms MMS-2014 each year.
However, because this rule potentially
impacts less than 0.9 percent of the total
expected lines (22,000 lines + 2,496,000
lines = .0088) each year, we are not
revising our burden estimates for OMB
Control Number 1010-0140 at this time.
Our burden estimates for Form MMS—
2014 are based on a combination of

historical information and informed but
subjective judgments about future
occurrences. Thus, our estimates are not
sufficiently precise to project a
measurable difference in burden for a
potential minor decrease in reported
lines.

Public Comment Policy. The PRA (44
U.S.C. 3501, et seq.) provides that an
agency may not conduct or sponsor, and
a person is not required to respond to,

a collection of information unless it
displays a currently valid OMB control
number. Before submitting an ICR to
OMB, PRA Section 3506(c)(2)(A)
requires each agency “* * * to provide
notice * * * and otherwise consult
with members of the public and affected
agencies concerning each proposed
collection of information * * *.”
Agencies must specifically solicit
comments to: (a) Evaluate whether the
proposed collection of information is
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necessary for the agency to perform its
duties, including whether the
information is useful; (b) evaluate the
accuracy of the agency’s estimate of the
burden of the proposed collection of
information; (c) enhance the quality,
usefulness, and clarity of the
information to be collected; and (d)
minimize the burden on the
respondents, including the use of
automated collection techniques or
other forms of information technology.

The PRA also requires agencies to
estimate the total annual reporting
“non-hour cost” burden to respondents
or recordkeepers resulting from the
collection of information. We have not
identified non-hour cost burdens for
this information collection. If you have
costs to generate, maintain, and disclose
this information, you should comment
and provide your total capital and
startup cost components or annual
operation, maintenance, and purchase
of service components. You should
describe the methods you use to
estimate major cost factors, including
system and technology acquisition,
expected useful life of capital
equipment, discount rate(s), and the
period over which you incur costs.
Capital and startup costs include,
among other items, computers and
software you purchase to prepare for
collecting information; monitoring,
sampling, and testing equipment; and
record storage facilities. Generally, your
estimates should not include equipment
or services purchased: (i) Before October
1, 1995; (ii) to comply with
requirements not associated with the
information collection; (iii) for reasons
other than to provide information or
keep records for the Government; or (iv)
as part of customary and usual business
or private practices.

We will summarize written responses
to this proposed information collection
and address them in our final rule. We
will provide a copy of the ICR to you
without charge upon request and the
ICR will also be posted on our Web site
at http://www.mrm.mms.gov/Laws_R_D/
FRNotices/FRInfColl.htm.

We will post all comments in
response to this proposed information
collection on our Web site at http://
www.mrm.mms.gov/Laws_R_D/InfoColl/
InfoColCom.htm. We will also make
copies of the comments available for
public review, including names and
addresses of respondents, during regular
business hours at our offices in
Lakewood, Colorado. Individual
respondents may request that we
withhold their home address from the
public record, which we will honor to
the extent allowable by law. There also
may be circumstances in which we

would withhold from the rulemaking
record a respondent’s identity, as
allowable by law. If you request that we
withhold your name and/or address,
state this prominently at the beginning
of your comment. However, we will not
consider anonymous comments. We
will make all submissions from
organizations or businesses, and from
individuals identifying themselves as
representatives or officials of
organizations or businesses, available
for public inspection in their entirety.

11. National Environmental Policy Act

This proposed rule does not
constitute a major Federal action
significantly affecting the quality of the
human environment. A detailed
statement under the National
Environmental Policy Act of 1969 is not
required.

12. Clarity of this Regulation

Executive Order 12866 requires each
agency to write regulations that are easy
to understand. We invite your
comments on how to make this rule
easier to understand, including answers
to questions such as the following: (1)
Are the requirements in the rule clearly
stated? (2) Does the rule contain
technical language or jargon that
interferes with its clarity? (3) Does the
format of the rule (grouping and order
of sections, use of headings,
paragraphing, etc.) aid or reduce its
clarity? (4) Would the rule be easier to
understand if it were divided into more
(but shorter) sections? (A “section”
appears in bold type and is preceded by
the symbol “§ ”” and a numbered
heading; for example, § 204.200 What is
the purpose of this part?) (5) Is the
description of the rule in the
“Supplementary Information” section of
the preamble helpful in understanding
the proposed rule? What else could we
do to make the rule easier to
understand?

Send a copy of any comments that
concern how we could make this rule
easier to understand to: Office of
Regulatory Affairs, Department of the
Interior, Room 7229, 1849 C Street NW,
Washington, DC 20240. You may also e-
mail the comments to this address:
Exsec@ios.doi.gov.

13. Energy Supply, Distribution, or Use
(Executive Order 13211)

This rule is not a significant rule and
is not subject to review by the Office of
Management and Budget under
Executive Order 12866. The primary
purpose of this rule is to provide
accounting and auditing relief to certain
lessees of Federal oil and gas properties,
largely in the form of reduced records

submittal requirements. This rule does
not have a significant effect on energy
supply, distribution, or use because
while it should promote some
additional production on a subset of
Federal oil and gas leases, the additional
production would not be significant in
comparison to total production from
Federal oil and gas leases.

List of Subjects in 30 CFR Part 204

Continental shelf, Government
contracts, Mineral royalties, Natural gas,
Petroleum, Public lands—mineral
resources, Reporting and recordkeeping
requirements.

Dated: February 19, 2003.
Rebecca W. Watson,

Assistant Secretary for Land and Minerals
Management.

For reasons set out in the preamble,
30 CFR part 204 is proposed to be added
as follows:

PART 204—ALTERNATIVES FOR
MARGINAL PROPERTIES

Subpart A—General Provisions

Sec.

204.1 What is the purpose of this part?

204.2 What definitions apply to this part?

204.3 What alternatives are available for
marginal properties?

204.4 What is a marginal property under
this part?

204.5 What statutory requirements must I
meet to obtain royalty prepayment or
accounting and auditing relief?

204.6 May I appeal if MMS denies my
request for prepayment or accounting
and auditing relief?

Subpart B—Prepayment of Royalty
[Reserved]

Subpart C—Accounting and Auditing Relief

204.200 What is the purpose of this
subpart?

204.201 Who may obtain accounting and
auditing relief?

204.202 What is the cumulative royalty
reports and payments relief option?

204.203 What is the other relief option?

204.204 What accounting and auditing
relief will MMS not allow?

204.205 How do I obtain accounting and
auditing relief?

204.206 What will MMS do when it
receives my request for accounting and
auditing relief?

206.207 Who will approve, deny, or modify
my request for accounting and auditing
relief?

204.208 May a State decide that it will or
will not allow one or both of the relief
options under this subpart?

204.209 What if my property ceases to
qualify for relief obtained under this
subpart?

204.210 What if BLM approves my property
as part of a nonqualifying agreement?

204.211 When may MMS retroactively
rescind relief for a property?
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204.212 What if I took relief for which I was
ineligible?

204.213 May I obtain relief for a property
that benefits from other Federal or State
incentive programs?

204.214 Are the information collection
requirements in this subpart approved by
the Office of Management and Budget?

Authority: 30 U.S.C. 1701 et seq.

Subpart A—General Provisions

§204.1 What is the purpose of this part?

This part explains how you as a lessee
or lessee’s designee of a Federal onshore
or Outer Continental Shelf (OCS) oil and
gas lease may obtain prepayment or
accounting and auditing relief for
certain marginal properties.

§204.2 What definitions apply to this part?

Agreement means a federally
approved communitization Agreement
or unit participating area.

Barrels of oil equivalent (BOE) means
the combined equivalent production of
oil and gas stated in barrels of oil. Each
barrel of oil production is equal to one
BOE. Also, each 6,000 cubic feet of gas
production is equal to one BOE.

Base period means the 12-month
period from July 1 through June 30

immediately preceding the calendar
year in which you take or request
marginal property relief. For example, if
you request relief in January 2006, your
base period will be July 1, 2004 through
June 30, 2005.

Combined equivalent production
means the total of all oil and gas
production for the marginal property,
stated in BOE.

Designee means the person designated
by a lessee under § 218.52 of this
chapter to make all or part of the royalty
or other payments due on a lease on the
lessee’s behalf.

Producing wells means only those
producing oil or gas wells that
contribute to the sum of BOE used in
the calculation under § 204.4(c).
Producing wells do not include
injection or water wells.

State concerned (State) means the
State that receives a statutorily-
prescribed portion of the royalties from
a Federal onshore or OCS lease.

§204.3 What alternatives are available for
marginal properties?

If you have production from a
marginal property, MMS and the State
may allow you the following options:

(a) Prepay royalty. MMS and the State
may allow you to make a lump-sum
advance payment of royalties instead of
monthly royalty payments for the
remainder of the lease term.

(b) Take accounting and auditing
relief. MMS and the State may allow
various accounting and auditing relief
options to encourage you to continue to
produce and develop your marginal
property. See subpart C for accounting
and auditing relief requirements.

§204.4 What is a marginal property under
this part?

To qualify as a marginal property
eligible for royalty prepayment or
accounting and auditing relief under
this part, your property must meet the
following requirements:

(a) Production must be from, or
attributable to, a Federal onshore or
OCS lease or Agreement. Indian leases
are not eligible for the marginal property
alternatives under this part, even though
production from a qualifying marginal
property may be attributable to an
Indian lease. You must also meet the
criteria shown in the following table:

If your lease is * * *

Then * * *

And***

(1) Not in an Agreement

(2) Entirely or partly committed to one Agree-
ment.

(3) Entirely or partly committed to more than
one Agreement.

(4) Partly committed to an Agreement and you
have production from the part of the lease
that is not committed to the Agreement.

The entire lease must qualify as a marginal
property under paragraph (b) of this sec-
tion..

The entire Agreement must qualify as a mar-
ginal property under paragraph (b) of this
section.

The Agreement must qualify separately as a
marginal property under paragraph (b) of
this section.

The part of the lease that is not committed to
the Agreement must qualify separately as a
marginal property under paragraph (b) of
this section..

Agreement production allocable to your lease
may be eligible for relief under this part.
Any production from your lease that is not
committed to the Agreement also may be
eligible for separate relief under (a)(4) of
this table.

Only the qualifying Agreement’s production al-
locable to your lease may be eligible for
separate relief under this part.

(b) To qualify as a marginal property
for a calendar year, the combined
equivalent production of the property
during the base period must equal an
average daily well production of less
than 15 barrels of oil equivalent (BOE)
per well per day calculated under
paragraph (c) of this section.

(c) To determine the average daily
well production on or attributable to
your property, divide the sum of the
BOE for all producing wells on the
property by the sum of the number of
days that each of those wells actually
produced during the base period. If your
property is in an Agreement, your
calculation under this section must
include all wells included in the

Agreement, even if they are not on a
Federal onshore or OCS lease.

§204.5 What statutory requirements must
| meet to obtain royalty prepayment or
accounting and auditing relief?

(a) MMS and the State may allow
royalty prepayment or accounting and
auditing relief for your marginal
property if MMS and the State jointly
determine that the prepayment or relief
is in the best interests of the Federal
Government and the State to:

(1) Promote production;

(2) Reduce the administrative costs of
MMS and the State; and

(3) Increase net receipts to the Federal
Government and the State.

(b) MMS and the State may
discontinue any prepayment or
accounting and auditing relief options
granted for your marginal property if
MMS and the State jointly determine
that the prepayment or relief no longer
meets the criteria in paragraph (a) of this
section.

§204.6 May | appeal if MMS denies my
request for prepayment or accounting and
auditing relief?

If MMS denies your request for
prepayment or accounting and auditing
relief under this part, you may appeal
under part 290 of this chapter.
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Subpart B—Prepayment of Royalty
[Reserved]

Subpart C—Accounting and Auditing
Relief

§204.200 What is the purpose of this
subpart?

This subpart explains how you as a
lessee or lessee’s designee may obtain
accounting and auditing relief for
production from a marginal property.
The two types of relief that you can
receive under this subpart are
cumulative reports and payment relief
(explained in § 204.202) and other
accounting and auditing relief
appropriate for your property (explained
in § 204.203).

§204.201 Who may obtain accounting and
auditing relief?

(a) You may obtain accounting and
auditing relief under this subpart:

(1) If you are a lessee or its designee
for a Federal lease with production from
a property that qualifies as a marginal
property under § 204.4;

(2) If you meet any additional
requirements for specific types of relief
under this subpart; and

(3) Only for your fractional interest in
the marginal property.

(b) You may not obtain one or both of
the relief options specified in this
subpart on any portion of a property if:

(1) The property covers multiple
States; and

(2) One of the States determines under
§ 204.208 that it will not allow one or
both of the relief options.

§204.202 What is the cumulative royalty
reports and payments relief option?

(a) The cumulative royalty reports and
payments relief option allows you to
submit royalty reports and payments
annually for the calendar year. You are
eligible for this option only if the total
volume produced from the marginal
property is 1,000 BOE or less during the
base period.

(b) You must notify MMS under
§ 204.205(a) before taking relief under
this option.

(c) To use the cumulative royalty
reports and payments relief option, you
must do all of the following.

(1) Submit your royalty report and
payment in accordance with §218.51(g)
of this chapter if you do not have an
estimated payment on file for gas under
30 CFR 218.150(b). You must make this
submission by the end of February of
the year following the calendar year for
which you are reporting annually.

(2) Submit your royalty report and
payment by the end of March of the year
following the year for which you are

reporting annually if you have an
estimate on file.

(3) Use as the sales month the month
before the month that you will report
and pay under this paragraph (c) to
report royalty information for the entire
calendar year. (For example, if you
report and pay by the end of February,
use January as the sales month.)

(4) Report one line of cumulative
royalty information on the Report of
Sales and Royalty Remittance, Form
MMS-2014, for the calendar year, the
same as if it were a monthly report.

(d) If you do not pay your royalty by
the date due in paragraph (c) of this
section, you will owe late payment
interest determined under part 218 of
this chapter from the date your payment
was due under this section until the
date MMS receives it.

(e) If you take relief you are not
qualified for, you must:

(1) Pay MMS late payment interest
determined under part 218 of this
chapter from the date your payment was
due until the date MMS receives it; and

(2) Amend your Form MMS-2014 to
reflect the required monthly reporting.

(f) You must report allowances on
Form MMS-2014 on the same annual
basis as the royalties for your marginal
property.

(g) If you dispose of a marginal
property for which you have taken relief
under this section, you must:

(1) Report and pay royalties for the
portion of the calendar year for which
you had an ownership interest; and

(2) Make the report and payment by
the end of the month after you dispose
of the marginal property.

§204.203 What is the other relief option?

(a) Under this relief option, you may
request any type of accounting and
auditing relief that is appropriate for
your marginal property, provided it is
not prohibited under § 204.204 and
meets the statutory requirements of
§ 204.5. Examples of relief options you
could request are:

(1) To report and pay royalties using
a valuation method other than that
required under part 206 of this chapter
that approximates royalties payable
under part 206 of this chapter; and

(2) To reduce your royalty audit
burden. However, MMS will not
consider any request that eliminates
MMS’s or the State’s right to audit.

(b) You must request approval from
MMS under § 204.205(b) before taking
relief under this option.

§204.204 What accounting and auditing
relief will MMS not allow?

MMS will not approve your request
for accounting and auditing relief under
this subpart if your request:

(a) Prohibits MMS or the State from
conducting any form of audit;

(b) Permanently relieves you from
making future royalty reports or
payments;

(c) Provides for less frequent royalty
reports and payments than annually;

(d) Provides for you to submit royalty
reports and payments at separate times;

(e) Impairs MMS’s ability to properly
or efficiently account for or distribute
royalties;

(f) Requests relief for a lease under
which the Federal Government takes its
royalties in-kind;

(g) Alters production reporting
requirements;

(h) Alters lease operation or safety
requirements;

(1) Conflicts with rent, minimum
royalty, or lease requirements; or

(j) Requests relief for a marginal
property located in a State that has
determined in advance that it will not
allow such relief under § 204.208.

§204.205 How do | obtain accounting and
auditing relief?

(a) To take accounting relief under
§204.202, you must notify MMS in
writing by January 31 of the calendar
year for which you begin taking your
relief.

(1) Your notification must contain:

(i) Your company name, MMS-
assigned payor code, address, phone
number, and contact name; and

(ii) The specific MMS lease number
and Agreement number, if applicable.

(2) You may file a single notification
for multiple marginal properties.

(b) To obtain accounting or auditing
relief under § 204.203, you must file a
written request for relief with MMS.

(1) Your request must contain:

(i) Your company name, MMS-
assigned payor code, address, phone
number, and contact name;

(i) The MMS lease number and
Agreement number, if applicable; and

(iii) A complete and detailed
description of the specific accounting or
auditing relief you seek.

(2) You may file a single request for
multiple marginal properties if you are
requesting the same relief for all
properties.

§204.206 What will MMS do when it
receives my request for accounting and
auditing relief?

When MMS receives your request for
accounting and auditing relief under
§ 204.205(b), it will notify you in
writing as follows:

(a) If your request for relief is
complete, MMS may either approve,
deny, or modify your request in writing.

(1) If MMS approves your request for
relief, MMS will notify you of the
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effective date of your accounting or
auditing relief and other specifics of the
relief approved.

(2) If MMS denies your relief request,
MMS will notify you of the reasons for
denial and your appeal rights under
§204.6.

(3) If MMS modifies your relief
request, MMS will notify you of the
modifications.

(i) You have 60 days from your receipt
of MMS’s notice to either accept or
reject any modification(s) in writing.

(ii) If you reject the modification(s) or
fail to respond to MMS’s notice, MMS
will deny your relief request. MMS will
notify you in writing of the reasons for
denial and your appeal rights under
§204.6.

(b) If your request for relief is not
complete, MMS will notify you in
writing that your request is incomplete
and identify any missing information.

(1) You must submit the missing
information within 60 days of your
receipt of MMS’s notice that your
request is incomplete.

(2) If you submit all required
information, MMS and the State may
approve, deny, or modify your request
for relief. You may submit a new request
for relief under this subpart at any time
after MMS returns your incomplete
request.

(3) If you do not submit all required
information within 60 days of your
receipt of MMS’s notice that your
request is incomplete, MMS will deny
your relief request. MMS will notify you
in writing of the reasons for denial and
your appeal rights under § 204.6.

(c) [The regulatory text in this
paragraph concerning the time period, if
any, within which MMS must either
deny or approve your request will be
determined after due consideration of
public comments. See section II of the
preamble titled “Comments on the 1999
Proposed Rule, Alternate Valuation
Relief Option.”]

§204.207 Who will approve, deny, or
modify my request for accounting and
auditing relief?

(a) If there is not a State concerned for
your marginal property, only MMS will
decide whether to approve, deny, or
modify your relief request.

(b) If there is a State concerned for
your marginal property that has
determined in advance that it may allow
either or both of the relief options under
this subpart, MMS will decide whether
to approve, deny, or modify your relief
request after consulting with the State
concerned.

§204.208 May a State decide that it will or
will not allow one or both of the relief
options under this subpart?

(a) A State may decide in advance that
it will or will not allow one or both of
the relief options specified in this
subpart for a particular calendar year.

(b) To help States decide whether to
allow one or both of the relief options
specified in this subpart, MMS will
send States a Report of Marginal
Properties by September 30 of the
preceding calendar year.

(c) If a State decides under paragraph
(a) of this section that it will or will not
allow one or both of the relief options
in this subpart, within 30 days of the
State’s receipt of the Report of Marginal
Properties under paragraph (b) of this
section, the State must:

(1) Notify the Associate Director for
Minerals Revenue Management, MMS,
in writing, of its intent to allow or not
allow one or both of the relief options
under this subpart; and

(2) Specify in its notice of intent to
MMS which relief option(s) it will allow
or not allow.

(d) If a State decides in advance under
paragraph (a) of this section that it will
not allow one or both of the relief
options specified in this subpart, it may
decide for subsequent calendar years
that it will allow one or both of the
relief options in this subpart. If it so
decides, within 30 days of the State’s
receipt of the Report of Marginal
Properties under paragraph (b) of this
section, the State must:

(1) Notify the Associate Director for
Minerals Revenue Management, MMS,
in writing, of its intent to allow one or
both of the relief options allowed under
this subpart; and

(2) Specify in its notice of intent to
MMS which relief option(s) it will
allow.

(e) If a State does not notify MMS
under paragraphs (c) or (d) of this
section, the State will be deemed to
have decided not to allow either of the
relief options under this subpart.

(f) MMS will publish a notice of the
State’s intent to allow or not allow
certain relief options under this section
in the Federal Register no later than 30
days before the beginning of the
applicable calendar year.

§204.209 What if my property ceases to
qualify for relief obtained under this
subpart?

(a) Your property must qualify for
relief under this subpart for each
calendar year based on production
during the base period for that calendar
year. The notice or request you provided
to MMS under § 204.205 for the first
calendar year that your property

qualified for relief remains effective for
successive calendar years if you
continue to qualify.

(b) If your property is no longer
eligible for relief for any reason during
a calendar year other than the reason
under § 204.210 or paragraph (c) of this
section, the relief for your property
terminates as of December 31 of that
calendar year. You must notify MMS in
writing by December 31 that the relief
for your property has terminated.

(c) If you dispose of your property
during the calendar year, your relief
terminates as of the end of the sales
month in which you disposed of the
property.

§204.210 What if BLM approves my
property as part of a nonqualifying
Agreement?

If the Bureau of Land Management
(BLM) or MMS’s Offshore Minerals
Management (OMM) retroactively
approves your marginal property as part
of a nonqualifying Agreement, the
property no longer qualifies for relief
under this subpart. In that case:

(a) MMS will not retroactively rescind
the marginal property relief for your
property under § 204.211;

(b) Your marginal property relief
terminates as of December 31 of the
calendar year that you receive the BLM
or OMM approval of your marginal
property as part of a nonqualifying
Agreement; and

(c) You must adjust your royalty
payments if they are affected by any
required BLM or OMM reallocation
under the nonqualifying Agreement.

§204.211 When may MMS retroactively
rescind relief for a property?

MMS may retroactively rescind the
relief for your property if MMS
determines that your property was not
eligible for the relief obtained under this
subpart because:

(a) You did not submit a notice or
request for relief under § 204.205;

(b) You submitted erroneous
information in the notice or request for
relief you provided to MMS under
§204.205 or in your royalty or
production reports; or

(c) Your property is no longer eligible
for relief because production increased,
but you failed to provide the notice
required under § 204.209(b).

§204.212 What if I took relief for which |
was ineligible?

If you took relief under this subpart
for a period for which you were not
eligible, you may owe additional
royalties and late payment interest
determined under part 218 of this
chapter from the date your additional
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payments were due until the date MMS
receives them.

§204.213 May | obtain relief for a property
that benefits from other Federal or State
incentive programs?

You may obtain accounting and
auditing relief for your marginal
property under this subpart even if the
property benefits from other Federal or
State production incentive programs.

§204.214 Are the information collection
requirements in this subpart approved by
the Office of Management and Budget?

The information collection
requirements contained in this subpart
have been approved by OMB under 44
U.S.C. 3501 et seq. and assigned OMB
control number 1010— . See part 210
of this chapter for details concerning
your estimated reporting burden and
how you may comment on the accuracy
of the burden estimate.

[FR Doc. 03-6703 Filed 3—28-03; 8:45 am]
BILLING CODE 4310-MR-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Part 800
[Docket No. 03N-0056]
Medical Devices; Patient Examination

and Surgeons’ Gloves; Test
Procedures and Acceptance Criteria

AGENCY: Food and Drug Administration,
HHS.

ACTION: Proposed rule.

SUMMARY: The Food and Drug
Administration (FDA) is proposing to
amend the sampling plans, test method,
and acceptable quality levels (AQLs) for
medical gloves contained in its medical
device regulations. As prescribed by its
regulation, FDA samples patient
examination and surgeons’ gloves and
examines them for visual defects and
water leaks. Glove lots are considered
adulterated if they do not meet the
specified quality levels. The objective of
the proposed regulation is to improve
the barrier quality of medical gloves on
the U.S. market. The updated regulation
would accomplish this by reducing the
acceptable level of defects observed
during FDA testing of medical gloves.
By reducing the AQLs for medical
gloves, FDA would also harmonize the
level with consensus standards
developed by the International
Organization for Standardization (ISO)
and the American Society for Testing
Materials (ASTM).

DATES: Submit written or electronic
comments by June 30, 2003. See section
VII of this document for the proposed
effective date of a final rule based on
this proposal.

ADDRESSES: Submit written comments
to the Dockets Management Branch
(HFA-305), Food and Drug
Administration, 5630 Fishers Lane, rm.
1061, Rockville, MD 20852. Submit
electronic comments to http://
www.fda.gov/dockets/ecomments.

FOR FURTHER INFORMATION CONTACT:
Casper E. Uldriks, Office of Compliance,
Center for Devices and Radiological
Health (HFZ-300), Food and Drug
Administration, 2094 Gaither Rd.,
Rockville, MD 20850, 301-594—4692.

SUPPLEMENTARY INFORMATION:
I. Background

With the advent of the human
immunodeficiency virus (HIV)
infections and the progression of
infections into acquired immune
deficiency syndrome (AIDS), scientists
and medical and public health experts
developed risk reduction strategies,
including protective and preventive
strategies for health care workers. These
strategies were based on the etiology,
and mechanisms and routes of
transmission, of HIV infections.

A. Routes and Mechanisms of HIV
Transmission

HIV is transmitted primarily through
sexual contact. However, nonsexual
transmission occurred in health care
settings as a result of contact with
infected blood. HIV was also isolated
from other body fluids. The prevalence
of HIV infections in health care settings
and the risk of clinical transmission of
other infections increased the
importance of using effective
procedures and barriers. The potential
for infection heightened the importance
of the quality of the barriers selected for
protection.

B. The Need for Precautions in Health
Care Settings

On August 21, 1987, the Centers For
Disease Control (CDC) published a
report emphasizing the need for all
health care workers to routinely use
appropriate universal precautions when
they expect to come into contact with
blood or other body fluids of any patient
(Ref. 1). This report recommended that
health care workers wear medical gloves
when: (1) Touching blood or other body
fluids, mucous membranes, or non-
intact skin of patients; (2) handling
items or surfaces soiled with blood or
other bodily fluids; and (3) performing
venipuncture and other vascular access

procedures. The collective term,
medical gloves, includes patient
examination and surgeons’ gloves (see
21 CFR 880.6250 and 878.4460).

C. The Need for Testing

After the publication of the CDC'’s
recommendations, and the rise in HIV
infections, health care workers
increasingly relied on surgeons’ gloves
and patient examination gloves as a
barrier to the transmission of HIV and
other blood- and fluid-borne infectious
agents. The CDC’s recommendations
clearly recognized that defects in
medical gloves had the potential of
resulting in transmission of HIV
between patients and health care
workers.

Consequently, FDA reviewed and
evaluated the quality control procedures
that manufacturers used in making
medical gloves. FDA concluded that
manufacturers could only meet
reasonable expectations of barrier
protection by establishing adequate
specifications for medical gloves, and
adequate test procedures to detect
defects in gloves. Glove defects include
rips, tears, embedded foreign objects in
the glove that may cause the glove to rip
or tear upon stretching, or holes that
allow the passage of fluids and fluid-
borne microorganisms. Each of these
defects compromises the glove barrier
integrity and may expose health care
workers and patients to infectious
agents. Articles written by health care
professionals who studied glove quality
and the use of gloves as a barrier to
infectious agents noted that gloves with
defects may not provide this protection
(Refs. 2 through 6). In 1989, when FDA
proposed § 800.20 (21 CFR 800.20),
FDA'’s position was that existing
consensus standards did not establish
adequate test methods and acceptance
criteria for patient examination or
surgeons’ gloves (54 FR 48218,
November 21, 1989). Therefore, the
agency concluded that it needed to
communicate clearly the test procedures
and the acceptance levels it would use
to determine whether medical gloves
were adulterated.

D. The Setting of Adulteration Levels

In the Federal Register of December
12,1990 (55 FR 51254), FDA issued a
final rule that identified minimum
AQLs for both patient examination and
surgeons’ gloves, and established the
sample plans and test method for
determining whether a lot of gloves
were acceptable. This rule defined
defects as “leaks, tears, mold, embedded
foreign objects, etc.”” The definitions,
sampling plans, test methods, and
adulteration levels identified in the
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1990 Federal Register are currently
codified in title 21 of the Code of
Federal Regulations in § 800.20.

II. Proposed Changes
A. Rationale and Summary of Changes

1. Continuing HIV/AIDS Incidence and
Need for Protective Measures for Health
Care Workers

In a May 1998 report, CDC reaffirmed
its expectation that health care workers
should use medical gloves as an
effective barrier to HIV, hepatitis B
virus, and other blood-borne infections,
and that these gloves should provide
effective protection against exposure to
pathogenic microorganisms in blood
and other body fluids (Ref. 7).

In the December 10, 1999, Morbidity
and Mortality Weekly Report (MMWR),
CDC estimated that the prevalence of
HIV at the end of 1998 ranged from
800,000 to 900,000 infected persons.
CDC estimated that, of these 800,000 to
900,000 persons, HIV infection or AIDS
was diagnosed in approximately
625,000 of the individuals (Ref. 8). In a
fact sheet posted on the Internet in June
1999, CDC reported that 54 documented
cases of HIV seroconversion resulted
from occupational exposure to HIV (Ref.
9). In April 2002, CDC reported that, as
of December 31, 1999, 22,218 out of
437,407 adults reported diagnosed with
AIDS were health care workers (Ref. 10).
FDA concluded that medical gloves play
an important role in the prevention of
infectious disease transmission in
health care settings, and that lowering
the acceptable level of defects is
necessary to further reduce the risk of
transmission of such diseases and to
harmonize the quality of gloves sold in
the United States with international
consensus standards.

2. Harmonization With Consensus
Standards

Following the publication of § 800.20,
several consensus standards
organizations, such as the ISO and the
ASTM, adopted the FDA test
methodology and acceptance criteria for
patient examination and surgeons’
gloves. As glove manufacturing
capabilities improved, these consensus
standards organizations lowered the
minimum acceptance criteria for holes/
leaks for these gloves. In 1994, ISO
published standards for surgeons’ and
patient examination gloves with AQLs
of 1.5 and 2.5, respectively. ASTM
adopted these same acceptance criteria
in April 1998, and March 1999, for
surgeons’ and patient examination
gloves, respectively. Because the
standards organizations updated their
standards to reflect the improvement in

manufacturing technology, the
consensus standards currently have
lower AQLSs for medical gloves than
FDA'’s regulation (§ 800.20).

The consensus standards differ from
the current FDA regulation in two other
respects: (1) They use metric units for
specifying dimensions, and (2) they
refer to sampling plans from the ISO’s
document ISO 2859, “Sampling
Procedures for Inspection by
Attributes,” instead of the MIL-STD-
105E sampling plan that is currently
referenced in § 800.20.

FDA believes that, whenever feasible,
it is important to harmonize its
requirements with consensus standards.
Harmonization helps ensure an
acceptable standard of safety and
effectiveness for all manufacturers and
allows manufacturers to market their
products more efficiently in a global
economy. FDA has recognized the
ASTM standards for patient
examination and surgeons’ gloves for
the purpose of premarket notification
submissions (510(k)s), and believes that
it is appropriate to use the same
standards for determining the
acceptability of lots of medical gloves.

3. Interpretation of Defects

Since issuing § 800.20, FDA has
received many questions from FDA field
laboratories, glove manufacturers,
importers, and private laboratories
regarding the definition of defects in the
current regulation. Many questions
concerned whether lumps of latex
material on or beneath the glove surface
are considered defects. These questions
arise because the definition of defects in
§800.20 refers to “embedded foreign
objects,” and latex is not “foreign” to a
latex glove. Other questions were
whether “mold” is an appropriate defect
to be included in a sampling plan
intended primarily to detect physical
defects. FDA believes these questions
are valid and has addressed them in the
proposed amendments.

4. Tightened Sampling Plans for
Reconditioned Gloves

FDA recognizes the difficulty of
adequately representing a large lot of
gloves with a relatively small sample
size. FDA has sometimes allowed
manufacturers and importers to
segregate and retest portions of the lot(s)
or sizes of reconditioned gloves that
initially failed FDA or private laboratory
analysis to identify those portions of the
larger lot(s) or sizes that meet quality
requirements. The agency recognizes,
however, that passing a retest does not
provide the same assurance of quality as
when the lot passes the initial analysis.
This is due, in part, to the nature of the

standard sampling plans, and in part to
the fact that retesting is performed to
identify acceptable portions of the larger
lot(s) after failing the initial test.
Recognized consensus standard
sampling plans address the issue of
previous test failures by allowing
tightened sampling during retesting in
order to provide additional assurance to
the consumer. FDA proposes to apply
this principle to testing of reconditioned
lots that have failed an initial analysis.

5. Proposed Reclassification of Medical
Gloves

On July 30, 1999, FDA published a
proposed rule in the Federal Register
(64 FR 41710) that addressed several
issues pertaining to medical
examination gloves, including their
reclassification from class I to class II in
order to provide reasonable assurance of
safety and effectiveness. To provide this
assurance, appropriate special controls
(applicable to class I medical devices)
were also proposed. The proposal to
reclassify medical examination gloves
reflects the increased importance of
these devices in the health care arena
and is consistent with the changes FDA
is now proposing for § 800.20. However,
this proposal to lower the acceptable
level of defects in medical gloves is an
independent initiative that will go
forward as FDA continues to review the
comments it received on the
reclassification proposal.

Therefore, in summary, FDA is
proposing to: (1) Lower the AQL to
which the level of defects in lots of
gloves is tested, thereby assuring
improved quality of gloves; (2) lower the
AQLs, convert units of measure to the
metric system; eliminate references to
obsolete sampling plans, and reference
current ISO standards; thereby
harmonizing with recognized consensus
standards; (3) clarify visual defects and
current methodology for conducting
water leak testing; and (4) provide
tightened sampling plans for testing
reconditioned lots of medical gloves
that have already failed one analysis.

Specifically, FDA is proposing to
lower the AQL for surgeons’ gloves from
2.5 to 1.5, and is proposing to base the
sampling plans on the tables in the ISO
sampling standard, ISO 2859-1995.

FDA is also proposing to lower the
AQL for patient examination gloves
from 4.0 to 2.5, and is proposing to base
the sampling plans on the tables in ISO
sampling standard, ISO 2859-1995.
Lowering the AQLs for medical gloves
will reduce the allowable defect level
for patient examination gloves. Further,
FDA is proposing to amend the
regulation to tighten sampling plans for
reconditioned lots of medical gloves
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that have failed to meet the 1.5 or 2.5
AQL level. These reconditioned gloves
would have to be sampled under a more
stringent inspection standard in order to
provide additional assurance that they
meet the AQLs. This practice is
consistent with the ISO sampling plans,
which allow for tightened sampling
when failures occur under normal
sampling.

B. Paragraph by Paragraph Changes

1. Current Test Method (§ 800.20(b)) as
Proposed General Test Method
(§800.20(b)(1))

(Change 1) FDA proposes to rename
and renumber current § 800.20(b), Test
method as §800.20(b)(1), General test
method. FDA is revising the substance
of the first sentence of current paragraph
(b) to add the following language: “For
the purposes of this regulation, FDA’s
analysis of gloves for leaks, and certain
other visual defects, will be conducted
by an initial visual examination and by
a water leak test method, using 1,000
milliliters (ml) of water.” The purpose
of these changes is to recognize that
there are other visual defects addition to
leaks, and that these defects can
sometimes be detected by visual
examination.

(Change 2) For clarification, FDA
would reorganize the remaining
elements of current paragraph (b) into
paragraphs (b)(1)(i) through (b)(1)(iii) of
proposed § 800.20(b)(1), as follows:

» The current second and third
sentences would be reorganized,
without revision, in proposed
§800.20(b)(1)(i), Units examined.

* The current fifth, sixth, and seventh
sentences would be reorganized and
revised in proposed § 800.20(b)(1)(ii),
Identification of defects.

 The current fourth sentence would
be revised and reorganized, together
with the current seventh and eighth
sentences, in proposed
§800.20(b)(1)(iii).

(Change 3) Proposed §800.20(b)(1)(ii)
changes the definition of defects from
the current ‘leaks, tears, mold,
embedded foreign objects, etc.” to
“tears, embedded foreign objects, or
other defects visible upon initial
examination that may affect the barrier
integrity or leaks detected when tested
in accordance with paragraph (b)(3) of
this section.”

FDA is proposing to remove “mold”’
as a defect in proposed § 800.20(b)(1)(ii).
The agency considers the presence of
visible mold on sampled gloves as
evidence that the lot is adulterated
under section 501(a) of the Federal
Food, Drug, and Cosmetic Act (the act)
(21 U.S.C. 351(a)), in that it consists in

whole and/or in part of any filthy,
putrid, or decomposed substance. The
revised section removes the
abbreviation, “‘etc.”, as being
indeterminate.

The phrase, “other defects visible
upon initial examination that may affect
the barrier integrity,” would be added in
proposed § 800.20(b)(1)(ii), to
encompass various other defects that
may arise, including, but not limited to:

a. Extrusions of glove material on the
exterior or interior surface of, or within,
the film of the glove. FDA believes that
such extrusions or material lumps can
contribute to rips or tears near the site
of the lump, during routine donning or
other stretching of the glove.

b. Gloves that are fused together so
that individual glove separation is
impossible.

c. Gloves that adhere to each other
and tear when separated into individual
gloves.

(Change 4) In proposed
§800.20(b)(1)(iii), the fourth sentence in
current paragraph (b) would be revised
and reorganized into two sentences for
clarity, reading, “One defect in one
glove is counted as one defect. A defect
in both gloves in a pair is counted as
two defects.” Other proposed changes to
§800.20(b)(1)(iii) include:

 To confirm current counting
practices, FDA would add the clarifying
sentence, “If multiple defects, as
defined in paragraph (b)(1)(ii) of this
section, are found in one glove, they are
counted as one defect.”

* For further clarification, FDA is
adding the sentence, “Visual defects
and leaks that are observed in the top 40
millimeters (mm) of a glove will not be
counted as a defect for the purposes of
this part.” The substance of this
sentence is in current § 800.20(b)(2);
however, FDA is changing the unit of
measure, 1 1/2 inches, to the
corresponding metric unit of measure,
40 millimeters (mm), used by most
standards setting organizations.

2. Current Untitled (§ 800.20(b)(1)) as
Proposed Leak Test Materials
(§800.20(b)(2))

(Change 5) FDA proposes to rename
current § 800.20(b)(1) as proposed
§800.20(b)(2), Leak test materials. To
conform current U.S. measurement
units to metric measurement units used
by most standards setting organizations,
FDA proposes to change the current
language, ““2 3/8 inch by 15-inch” to “60
mm by 380 mm” and “11 pounds” to “5
kilograms (kg).”” No other change would
be made to current § 800.20(b)(1).

3. Current Untitled (§ 800.20(b)(2)) as
Proposed Visual Defects and Leak Test
Procedure, Visual Defects Examination,
and Leak Test Set-Up (§ 800.20(b)(3)(i)
through (b)(3)(ii))

(Change 6) FDA is proposing to
renumber and revise current
§800.20(b)(2) into the following new
paragraphs:

* (b)(3) Visual defects and leak test
procedures.

* (b)(3)(i) Visual defects examination.

* (b)(3)(ii) Leak test set-up.

(Change 7) FDA is also proposing to
revise current § 800.20(b)(2) in proposed
paragraph (b)(3) to reorganize the
section for clarity to read, ““(3) Visual
defects and leak test procedures.
Examine the sample and identify code/
lot number, size, and brand as
appropriate. Continue the visual
examination using the following
procedures:”.

(Change 8) FDA is also proposing to
revise current § 800.20(b)(2) in proposed
paragraph (b)(3)(i) to incorporate metric
units of measure, reflecting the
harmonization of the test method to
international standards. The revisions
would read as follows:

(i) Visual defects examination. Inspect the
gloves for visual defects by carefully
removing the glove from the wrapper, box, or
package. Visually examine each glove for
defects. As noted in paragraph (b)(1)(iii) of
this section, a visual defect observed in the
top 40 mm of a glove will not be counted as
a defect for the purpose of this part. Visually
defective gloves do not require further
testing; however, they must be included in
the total number of defective gloves counted
for the sample.

(Change 9) In proposed
§800.20(b)(3)(i) in the third sentence, “1
1/2 inches”” would be changed to “40
mm”, to reflect the corresponding
metric unit of measure used by most
standards setting organizations.

(Change 10) FDA proposes to add the
following statement to § 800.20(b)(3)(ii)
Leak test set up, “During this procedure,
ensure that the exterior of the glove
remains dry.” This method conforms to
the “Standard Test Method for
Detection of Holes in Medical Gloves”
found in ASTM D5151. The reason for
including this step is that a leak can be
detected more easily on a dry surface.

(Change 11) For ease of reading, FDA
is proposing to reorganize current
§800.20(b)(3) into three paragraphs in
proposed (b)(3)(iii) Leak test
examination. The first three current
sentences would be in the first
paragraph, the current fourth sentence
would be in the second paragraph, and
the remaining three current sentences
would be in the third paragraph.
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4. Current Sample Plan (§ 800.20(c)) as
Proposed Sampling, Inspection,
Acceptance, and Adulteration
(§800.20(c))

(Change 12) FDA is proposing to
rename current paragraph § 800.20(c)
paragraph, “(c) Sampling, inspection,
acceptance, and adulteration,” and to
reorganize the section as follows:

* (c)(1) Sample plans.

* (c)(2) Sample sizes, inspection
levels, and minimum AQLs.

¢ (c)(3) Adulteration levels and
accept/reject criteria.

(Change 13) Proposed introductory
paragraph § 800.20(c) would retain the
element of current paragraph (c), which
identifies how FDA will sample and
examine lots of gloves to determine
whether the gloves are considered
adulterated under section 501(c) of the
act. Proposed paragraph § 800.20(c)
would be revised as follows: “(c)
Sampling, inspection, acceptance, and
adulteration. In performing the test for
leaks and other visual defects described
in paragraph (b) of this section, FDA
will collect and inspect samples of
medical gloves, and determine when the
gloves are acceptable as set out in
paragraphs (c)(1) through (c)(3) of this
section.”

(Change 14) Proposed § 800.20(c)(1)
retains the elements of current
paragraph (c) that identify the sampling
plans, inspection, and AQLSs used by the
agency in its determination of
adulteration. In § 800.20(c)(1), FDA is
proposing to change the standard of
sampling procedures and inspection
tables from “MIL-STD-105E” to “ISO
2859” because “MIL-STD-105E” is no
longer in effect. The use of ISO 2859 is
consistent with the agency’s recognition
of this standard as provided in section
514 of the act (21 U.S.C. 360d) (see
FDA'’s Internet Web site at http://
www.fda.gov/cdrh/stdsprog.html).

(Change 15) Proposed § 800.20(c)(2)
retains the same “single normal
sampling,” “multiple normal
sampling,” and “general inspection
level IT”” that are in current paragraph
(c). In proposed paragraph (c)(2), FDA
proposes lowering the minimum AQL
for surgeons’ gloves from the current 2.5
AQL to a 1.5 AQL. Additionally, FDA
proposes to lower the minimum AQL
for patient examination gloves from a
4.0 AQL to a 2.5 AQL. These changes
would reduce the allowable level of
defective gloves in sampled lots of
medical gloves and harmonize FDA
adulteration criteria with the recognized
consensus standards for medical gloves.

(Change 16) FDA is proposing to
remove the current table entitled
“ADULTERATION LEVEL AT 2.5 FOR

SURGEONS’ GLOVES” and the current
table entitled “ADULTERATION LEVEL
AT 4.0 FOR PATIENT EXAMINATION
GLOVES,” and replace them with the
table entitled “ACCEPT/REJECT
CRITERIA AT 1.5 AQL FOR
SURGEONS’ GLOVES” and the table
entitled, “ACCEPT/REJECT CRITERIA
AT 2.5 AQL FOR PATIENT
EXAMINATION GLOVES,” following
proposed § 800.20(c)(3).

5. Current Untitled (§ 800.20(d)) as
Proposed Compliance (§ 800.20(d))

(Change 17) For purposes of
clarification, FDA is proposing to revise
§800.20(d) as follows:

* (d) Compliance.

» Add (d)(1) Detention and seizure,

» Add (d)(2) Reconditioning,

» Add (d)(2)(i) Modified sampling,
inspection, and acceptance,

* Add (d)(2)(ii) Adulteration levels
and acceptance criteria, and
adulteration levels for reconditioned
gloves; and

» Add tables, “ACCEPT/REJECT
CRITERIA AT 1.5 AQL FOR
RECONDITIONED SURGEONS’
GLOVES” and “ACCEPT/REJECT
CRITERIA AT 2.5 AQL FOR
RECONDITIONED PATIENT
EXAMINATION GLOVES”, following
paragraph (d)(2)(ii).

(Change 18) Proposed introductory
§800.20(d) retains the regulatory
element of current paragraph (d), which
establishes that medical gloves that are
“rejected,” i.e., fail to meet acceptance
criteria in proposed § 800.20(c)(3) when
tested as described in proposed
§800.20(b), are adulterated in
accordance with section 501(c) of the
act.

(Change 19) Detention under section
801(a) of the act (21 U.S.C. 381(a)) and
seizure under section 304(b) of the act
(21 U.S.C. 334(b)) are common
administrative or enforcement actions
FDA has taken against medical gloves
that are in violation of section 501(c) of
the act. FDA may detain and refuse
entry to medical gloves that are
presented for import and found to be
adulterated under section 501(c) of the
act. Medical gloves found to be
adulterated while in domestic interstate
commerce are subject to seizure. Agency
regulatory procedures for the
reconditioning of domestically
manufactured gloves seized in interstate
commerce are found in the FDA/ORA
(Office of Regulatory Affairs) Regulatory
Procedures Manual (RPM), Chapter 6
Judicial Actions, Subchapter—Seizure,
Disposition of Seized Articles,
Reconditioning Operations. Regulatory
procedures for detained imported gloves
are in RPM Chapter 9 Import

Operations/Actions, Subchapter—
Reconditioning. When appropriate, FDA
may take other regulatory actions, such
as injunction, civil money penalties, or
criminal prosecution of manufacturers
and individuals responsible for
adulterated products. FDA is proposing
to add revised §800.20(d)(1) to include
the detention and seizure of gloves that
are adulterated under section 501(c) of
the act because the quality falls below
the level it is represented to have. Under
the authority of section 801(b) of the act
for imported gloves and section
304(d)(1) of the act for seized domestic
articles, FDA is proposing to add
revised § 800.20(d)(2) to provide the
importer of record, owner, or consignee
an opportunity to recondition the gloves
as a lot or part of a lot, whether they are
foreign or domestic gloves.

(Change 20) In §800.20(d)(2)(i), FDA
is proposing a modified sampling plan.
The rationale for the plan is based on
the agency’s experience with
reconditioned gloves, the need for
greater assurance that reconditioned
gloves meet minimum AQLs given the
initial finding of adulteration, and the
provisions in ISO 2859 for tightened
sampling plans.

FDA samples medical gloves that are
often presented for import in large
quantities. When the “sampling lots”
are large and include several glove sizes
and manufacturing lots, FDA attempts
to have each sample adequately
represent each size in the proportion it
occurs in the “sampling lot.” On
occasion, manufacturers and importers
have claimed that a single size or lot
code may have contributed to a
disproportionate number of defects that
caused the sample to fail, and have
requested FDA to allow the rest of the
shipment to be salvaged, based on
retesting of each of the segregated sizes
or lot codes. Such segregation and
retesting is considered reconditioning.

FDA district offices review
reconditioning proposals on a case by
case basis. In determining, whether to
approve a reconditioning proposal, the
district offices exercise discretion in
considering the nature and type of
defects, the degree of noncompliance
with minimum AQLs, the compliance
history of the manufacturer, the
qualifications and reliability of the
independent testing laboratories, and
any other relevant factors.

When FDA has permitted
manufacturers/importers of gloves that
have failed FDA or private laboratory
analysis to segregate and retest portions
of the lot(s)/size(s), the agency’s
experience has been that the segregated
lot(s)/sizes(s) almost always pass the
retest, resulting in two contradictory



15408

Federal Register/Vol. 68, No. 61/Monday, March 31, 2003/Proposed Rules

conclusions about the analyzed lot.
Statistically, a passing retest result is
not unexpected due to the nature of the
normal sampling plans, which minimize
producer risk. When failures occur
under normal sampling, ISO 2859
recommends the use of tightened
sampling plans for resubmitted lots in
order to reduce the risk to the consumer
(see part 1 section 7.4 of ISO 2859). FDA
is proposing that single normal
sampling plans and the tightened level
of inspection, found in ISO 2859, be
used in resampling and retesting
medical gloves that have been
reconditioned. The proposed
modifications would increase the size of
the sample and the number of units
examined, while lowering the number
of defects required for rejection. FDA
believes that this would provide greater
statistical assurance that reconditioned
lots meet minimum AQLs.

(Change 21) FDA proposes to add
§800.20(d)(2)(ii) to establish accept/
reject criteria and adulteration levels for
reconditioned surgeons’ gloves and
patient examination gloves based on the
tightened sampling plans proposed in
paragraph (d)(2)(i). For convenience,
FDA is adding tables following
§800.20(d)(2)(ii), which describe the
number of units to examine and the
accept/reject criteria for various lot
sizes.

III. Environmental Impact

The agency has determined under 21
CFR 25.30(i) that this action is of a type
that does not individually or
cumulatively have a significant effect on
the human environment. Therefore,
neither an environmental assessment
nor an environmental impact statement
is required.

IV. Analysis of Impacts
A. Introduction

FDA has examined the proposed rule
under Executive Order 12866 and the
Regulatory Flexibility Act (5 U.S.C.
601-612) (as amended by subtitle D of
the Small Business Regulatory
Enforcement Fairness Act of 1996
(Public Law 104—121)), and the
Unfunded Mandates Reform Act of 1995
(Public Law 104—4). Executive Order
12866 directs agencies to assess all costs
and benefits of available regulatory
alternatives and, when regulation is
necessary, to select regulatory
approaches that maximize net benefits
(including potential economic,
environmental, public health and safety,
distributive impacts and equity). Under
the Regulatory Flexibility Act, if a
regulation has a significant economic
impact on a substantial number of small

entities, the agency must analyze
regulatory options that would minimize
the impact on small entities. Section
202(a) of the Unfunded Mandates
Reform Act requires that agencies
prepare a written statement of
anticipated costs and benefits before
proposing any regulation that may result
in expenditure by State, local, and tribal
governments, or by the private sector of
$100 million in any one year (adjusted
annually for inflation). Currently, such
a statement is required if costs exceed
$110 million for any one year.

The proposed regulation is consistent
with the principles set forth in
Executive Order 12866 and the two
statutes. As explained in the following
paragraphs, FDA does not believe the
proposed regulation is a significant
regulatory action, as defined in
Executive Order 12866. In addition,
FDA certifies under the Regulatory
Flexibility Act that the proposed
regulation would not result in a
significant economic impact on a
substantial number of small entities.
The expected cost of this proposed
regulation is under $110 million in any
one year and is therefore not considered
a major regulatory action as defined by
the Unfunded Mandates Reform Act.

B. Objective of the Proposed Regulation

The objective of the proposed
regulation is to reduce the risk of
transmission of blood-borne pathogens
(particularly HIV and hepatitis B (HBV)
and C (HBC) infections). The regulation
would accomplish this objective by
ensuring that medical gloves (surgeons’
and patient examination gloves)
maintain a high level of quality with
respect to the level of noted defects. By
so doing, FDA also would harmonize its
standard for acceptable defects with
consensus quality standards developed
by ISO and ASTM.

C. Current Risks of Blood-Borne Illness

Unnecessary exposures to blood-
borne pathogens are of great importance
to the health care community because
contact with contaminated human blood
or tissue products has led to increased
cases of HIV, HBV, and HCV infections.

Available data cannot precisely
quantify the number of new HIV cases
that this proposed rule would prevent.
This analysis, however, attempts to
derive a conservative estimate. For the
year 2000, the CDC reported a
cumulative total of approximately
900,000 persons in the United States
who had contracted HIV, of which
775,000 cases had progressed to AIDS
(Ref. 1). Of those patients whose
conditions had progressed to AIDS,
almost 450,000 (58 percent) had died as

of December 2000. For the year 2000,
the CDC identified 21,704 new cases of
HIV infection.

Approximately 5 percent of the
reported HIV/AIDS cases were among
health care personnel (Ref. 2). However,
in an indepth analysis of occupational
risk, the CDC reported that, since 1992,
there have been only 56 identified
incidents of occupational transmission
of the HIV pathogen and all but 7 of
these cases (12.5 percent) were due to
percutaneous cuts or needle sticks. In
addition, there were 138 other cases of
HIV infection or AIDS among health
care workers with occupational
exposures to blood who had not
reported other risk factors for HIV
infection (Ref. 2). Assuming the same
12.5 percent rate for these workers
implies that 17 additional cases of HIV
transmission to health care personnel
during this period might have been
caused by cutaneous contact in an
occupational setting. Consequently, a
total of 24 incidents of occupational
transmission of HIV to health care
personnel may have occurred over the
10-year period (or 2.4 per year) due to
problems with the glove barrier
protection properties of gloves used in
health care settings.

The CDC also reports approximately
80,000 new cases of HBV for the latest
available reporting period (1999) (Ref.
3). There are approximately 1.25 million
people in the United States chronically
infected with HBV. While only 6
percent of those who contract HBV after
the age of 5 will develop chronic
conditions, 15 to 25 percent of those
that do will die prematurely. Health
care personnel are at some risk of this
pathogen, but the availability of a
vaccine has reduced the risk of negative
outcomes due to exposure.

FDA has no direct data for estimating
the rate of new HBV infections in health
care personnel. While the CDC has
reported the risk to health care workers
as ‘“low,” there is no definition of that
term (Refs. 3 and 4). FDA estimates that
as many as 4,000, or 5 percent, of all
new incidents of HBV occur in health
care personnel. Because occupational
transmission of HBV may be
approximately 5 times more likely than
for HIV, FDA imputes approximately
140 annual cases of occupational
transmission of HBV to health care
personnel. (HIV rate of 7.3 /1,085 x 5 x
4,000.) CDC analyses have stated that
“most” of the occupational
transmissions are due to percutaneous
injuries (cuts) (Ref. 4). Because 2.4 of
the 7.3 annual HIV cutaneous contact
transmissions (33 percent) were
believed to be attributable to glove
defects, FDA similarly expects that
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about one-third of the 140 annual
occupational transmissions of HBV
infections (approximately 40 cases) may
potentially be associated with the
current quality level of medical gloves.
If only 6 percent of these cases develop
chronic conditions, then an average of
2.4 annual cases of chronic HBV are
associated with defective medical
gloves.

HBYV currently infects 3.9 million
persons (Ref. 3). Over 2.7 million
patients have reported chronic
conditions. More than 40,000 new cases
were reported during 1999. The risk of
exposure to health care workers,
however, appears to be extremely low.
In fact, according to the CDC, for other
than needle stick punctures, no
transmission of HCV for health care
personnel has been documented from
intact or no intact skin exposures to
blood or other fluids or tissues (Ref. 4).
Thus, there is little evidence that glove
defects are associated with HCV
exposures.

As a result, FDA estimates the overall
annual transmission of blood-borne
pathogens due to defects in glove barrier
protection in health care settings to
include 2.4 cases of HIV infection and
2.4 cases of HBV infection. Increasing
the AQL of gloves by lowering the rate
of acceptable defects would reduce the
transmission rates of these pathogens.

D. Baseline Conditions

The current AQL for medical gloves
allows a defect rate of 4.0 percent (0.04)
for patient examination gloves and 2.5
percent (0.025) for surgeons’ gloves. The
AQL represents the proportion of
sampled gloves from a given lot that
may include defects such as leaks or
foreign material and still be accepted for
entry into the marketplace. Currently, if
more than 4 percent of the sampled
patient examination gloves exhibit
defects, the entire lot of gloves may not
be sold as medical devices. Surgeons’
gloves are sampled to a higher quality
level (the lower AQL requires a higher
proportion of nondefective gloves in
order to pass inspection), because these
products have a higher likelihood of
contact with bodily fluids. Of course,
medical glove lots that fail to meet the
AQL may be marketed as household or
other products. If a sample of gloves
fails to meet the AQL, the marketer may
petition for resampling of the lot. The
required resampling plan for a lot
originally found to be out of compliance
is more intensive than the original
sampling plan for a randomly selected
lot. Lots initially found to be out of
compliance are either resampled and
subsequently offered as medical gloves
after meeting the current AQL, offered

as nonmedical gloves, or sold in foreign
markets.

Approximately 30.8 billion medical
gloves were sold in the United States
during the year 2000 (Ref. 6). According
to FDA records, there are 417
manufacturers of medical gloves. Of
these, only six are domestic firms.
Malaysian manufacturers supply almost
44 percent of the medical gloves in the
United States (Ref. 7). Only 250 million
surgical gloves are imported each year
(0.8 percent of the medical glove
market) and the impact on this sector is
negligibly different from overall patient
examination gloves. Therefore, this
analysis focuses exclusively on patient
examination gloves.

FDA expects the demand for medical
gloves to increase by the same rate as
employment in the medical services
industry. The Bureau of Labor Statistics
(BLS) projects annual employment
growth of 2.6 percent for this industry
(NAICS 6200) (Ref. 8), which implies an
annual demand for almost 40 billion
medical gloves within 10 years. (A 2.6
percent annual growth rate results in an
expected increase of 29.3 percent in 10
years).

Medical glove lot sizes may vary from
as few as 25 gloves to as many as
500,000. According to discussions with
manufacturers (Eastern Research Group,
Inc. (ERG); 2001), a typical production
or import lot from a foreign
manufacturer contains an average of
325,000 gloves (either patient
examination or surgeons’). This implies
that the U.S. medical glove market
currently imports about 95,000 lots of
gloves per year. FDA currently samples
only about 1.5 percent (0.015) of all
glove lots, or 1,400 lots per year. Within
10 years, FDA expects the number of
lots offered for import to increase to
122,500 per year. If the compliance
sampling rate remains constant, FDA
would sample 1,850 lots during that
year.

FDA’s Winchester Engineering and
Analysis Center (WEAC) analyzed
results from samples collected from
2000 and 2001. These samples represent
approximately one-third of FDA’s total
sampling effort for that period. A total
of 98,067 gloves were tested from 942
separate lots. Of these gloves, 2,354
(0.024) were defective, which implies
that 2.4 percent of marketed gloves are
likely to be defective. If so, then
approximately 740 million defective
medical gloves are currently marketed
(30.8 billion gloves x 0.024). At the
current AQL of 4.0 percent, 28 lots
failed (0.0297) the WEAC analysis.
Consequently, approximately 42 of the
annually sampled lots are defective
(1,400 x 0.0297). By the 10th year, in the

absence of the proposed regulation, 955
million defective gloves would be
marketed and 55 percent of the sampled
lots would fail to meet the AQL.

FDA allows glove lots that fail to meet
the AQL to be resampled. Sponsors
usually attempt to resample the glove
lot rather than divert the entire lot to
alternative markets. According to
discussions with industry sources and
testing laboratories, the cost of domestic
lot resembling and retesting for leakage
and tensile strength equals
approximately $1,400. The current
annual industry cost of resampling
glove lot failures with the current AQL,
therefore, is approximately $59,000 (42
lots x $1,400 per lot). This resampling
and retesting cost would equal $77,000
within 10 years.

E. Costs of the Proposed Regulation

FDA expects that the proposed
regulation would result in changed
shipping practices by medical glove
manufacturers. Currently,
manufacturers use the target AQLs as a
guide for releasing production lots of
gloves for export to the United States
because the release criteria are lower in
the United States. Manufacturers
attempt to avoid having three lot
inspection failures within a 24-month
period, because this results in rejection
of future imports under FDA’s current
recidivist policy. Thus, to maintain an
uninterrupted supply of gloves to
customers, and to guard brand loyalty
while avoiding the recidivist list,
manufacturers would be expected to
raise their level of quality control to at
least maintain the current average lot
rejection rate of 2.97 percent. FDA also
expects the regulation to increase the
costs of sampling by requiring larger
and more detailed sampling plans to
assure that the lower AQL is met for
each inspected glove lot. FDA does not
envision increased regulatory oversight
costs because the number of inspections
is not expected to change.

1. Costs of Quality Control

Manufacturers currently conduct
quality control tests on glove lots prior
to release. These tests include water-
tight leak and tensile strength assays.
According to interviews with glove
manufacturers, the current cost of
conducting these tests at the
manufacturing site is approximately
$310 per lot, whereas more stringent
quality control testing may cost an
additional $45 per lot. The additional
cost is for increased inventory and
larger sample sizes to ensure more
precise measurements at the lower AQL.
Because approximately 95,000 lots of
medical gloves are imported per year,
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the expected costs are $4.3 million
(95,000 lots x $45 per lot). Due to the
expected increase in the demand for
medical gloves by the 10th evaluation
year, the compliance cost of meeting
this increased quality level will equal
$5.5 million. Over the 10-year period,
the average annualized cost of this
increased level of testing (at a 7 percent
discount rate) is $4.9 million.

2. Increased Sampling Costs

A lower AQL would result in
increased sampling costs for imported
glove lots. The increased sampling costs
would result from the need to test
greater quantities of gloves to ensure
sufficient statistical power. Based on
reported costs from U.S. testing
laboratories, ERG, an independent
economic contractor, estimated that
increased testing would add
approximately $200 to the current costs
of $1,400 per sample. (The difference
between this increased cost and the
$310 increased import sampling cost is
attributable to lower costs in the foreign
countries that produce medical gloves.)
FDA currently samples about 1.5
percent of the 95,000 annual imported
lots, or 1,400 samples. Thus, the
increased sampling costs due to the
proposal are $0.3 million ($1,400 x
$200). Within 10 years, this increased
cost will equal $0.4 million (due to
expected increases in the number of
inspected glove lots) and the average
annualized sampling cost (at a 7 percent
discount rate) increase is $0.3 million.

3. Withheld Lots

In addition, the proposed AQL is
likely to result in an increase in the
number of lots of medical gloves that are
not released for shipment to the U.S.
medical market. For example,
manufacturers may attempt to maintain
a target compliance level in order to
avoid FDA’s recidivist listing. FDA’s
WEAC research laboratory sampled 942
lots and discovered that 28 failed using
the current AQL while 79 lots failed
using the proposed AQL. To maintain
the original 0.0297 (28/942) lot failure
rate, the 53 lots with the highest defect
rate would have to be held back by the
affected manufacturers (.056)1.
Therefore, FDA expects, that under the
proposed AQL, approximately 5,500 lots
would be held back by manufacturers.
In order to meet the expected demand
in 10 years, 7,000 lots would be held

1 The current lot failure rate (28/942=0.0297) is
reached by removing 53 defective lots from the
sample. If only the 51 additional failing lots are
removed, the overall failure rate is 0.0314 (28/891).
The expected future failure rate is 0.0292 (26/889).
FDA expects the withheld lots to include those with
the highest defect rates.

back. FDA believes that glove lots that
fail to meet the proposed AQL medical
quality standards would most likely be
sold as nonmedical gloves.
Manufacturers and distributors would
experience some loss of revenue from
this shift, because of the price premium
commanded by medical gloves. FDA
believes this loss would be
inconsequential.

4. Costs of FDA Inspections

FDA does not envision increased
inspection costs due to the proposed
regulation. The rate of sampled glove
lots is not expected to change and FDA
resources are not expected to increase
over the evaluation period.

5. Total Costs

In sum, therefore, FDA estimates that
the proposed regulation would have an
average annualized cost of about $5.2
million.

F. Benefits of the Proposed Regulation

The proposed regulation would result
in public health gains by reducing the
frequency of blood-borne pathogen
transmissions due to defects in the
barrier protection provided by medical
gloves. Based on an implied societal
willingness to pay (WTP), an annualized
monetary benefit of $12.3 million would
be saved due to fewer pathogen
transmissions and unnecessary blood
screens. Moreover, fewer glove defects
would reduce the number of, and,
therefore, the cost and anxiety
associated with, unnecessary blood
screens (i.e., those that yield negative
results for health care personnel).

1. Reductions in Marketed Defective
Gloves

As noted in the previous paragraphs,
FDA finds that approximately 740
million defective gloves are marketed
each year in the United States, or 2.4
percent of all medical gloves. In the
absence of this regulation, FDA expects
that the number of defective medical
gloves marketed in the United States
each year would increase to 955 million
gloves within 10 years. The proposed
regulation would substantially reduce
this figure.

WEAC’s analysis of 98,067 medical
gloves from 942 sampled lots collected
in 2000 and 2001 resulted in
approximately 3 percent lot failures
under the current AQL of 4 percent (28
failed lots). This lot failure rate was
associated with 2,356 defective gloves,
or 2.4 percent of the total number of
sampled gloves. Under the proposed
AQL of 2.5 percent, the WEAC analysis
concluded that 51 additional lots would
fail (a total of 79 failed lots), increasing

the lot failure rate from 2.97 percent to
8.39 percent.

As discussed earlier, FDA maintains a
recidivist policy under which
manufacturers are denied import entry
if three lots fail statistical sampling
within a 24-month period. To avoid the
denial of entry, manufacturers may be
expected to hold a sufficient number of
defective lots from shipment in order to
maintain the same target lot failure rate
(approximately 3 percent) with a new
AQL. For example, removing the 53
most defective lots in the testing sample
would result in 26 lot failures from 889
total lots, thereby maintaining the
original 2.92 percent lot failure rate.
This scenario leaves 85,172 total gloves
in the sample, of which 1,512 gloves
were defective, resulting in a glove
defect rate of 1.78 percent. The
proposed regulation, therefore, could
reduce the proportion of marketed
defective medical gloves from 2.4
percent of all marketed gloves to 1.78
percent of all marketed gloves.

The implications of this expected
reduction in defective gloves are
significant. The current AQL is
associated with 740 million glove
defects in the present year and within
10 years would result in 955 million
annually marketed defective medical
gloves. If the proposed AQL were in
place, the current annual number of
defective gloves would approximate 548
million and within 10 years would
reach 709 million. The number of
defective gloves, therefore, would be
reduced by more than 25 percent due to
the new AQL.

2. Reductions in Blood-Borne Pathogens

FDA has estimated that, on average,
there are potentially 4.8 annual
transmissions of blood-borne pathogens
associated with medical glove defects
(section IV.C of this document). These
transmissions include 2.4 cases of HIV
and 2.4 cases of chronic HBV. Because
there are currently no documented cases
of cutaneous transmission of HCV that
would be affected by improving glove
quality levels, this analysis does not
consider potential HCV cases.

a. Reductions in HIV transmission.
While the direct relationship between
defective medical gloves and HIV is
unknown, FDA believes it is reasonable
to apply the proportional reduction in
the number of defective gloves due to
the proposed regulation (about 25
percent) to the annual transmission rate
of the HIV pathogen to health care
personnel. In the absence of this
regulation, the current expectation of
2.4 annual cases of HIV transmission to
health care personnel would likely
increase to 3.1 annual cases within 10
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years due to the expected growth of
employment in the health services
industry. However, if the proposed AQL
were in place, FDA forecasts the
expected value of the annual
transmission of HIV in health care
personnel to equal 1.8 cases during the
first effective year and 2.3 cases by the
10th year (based on the expected
proportionate decrease in marketed
defective gloves). Over the entire 10-
year evaluation period, these
assumptions suggest that the regulation
would prevent approximately seven
cases of HIV transmission to health care
personnel.

b. Reductions in HBV transmissions.
Hepatitis B transmissions to health care
personnel are more common than
cutaneous HIV transmissions. However,
little specific data are available to
identify affected patient populations.
FDA has estimated that as many as 2.4
cutaneous transmissions of chronic HBV
may be due to defective medical gloves
each year. In the absence of this rule,
this number is expected to increase to
3.1 annual transmissions within 10
years, based on the expected
employment growth in the health
services industry.

Implementation of the proposed
regulation would decrease these
transmissions by about 25 percent.
Under the new standard, FDA expects
1.8 HBV transmissions during the first
evaluation year, a reduction of 0.6
transmissions from baseline conditions.
By the 10th evaluation year, FDA
expects 2.3 chronic HBV transmissions
under the proposed AQL, a total of 0.8
fewer cases. Overall, about seven
transmissions of chronic HBV would be
avoided due to the proposed regulation
over a 10-year period.

3. Reductions in the Number of Blood
Screening Tests

As the number of defective gloves
marketed in the United States decreases
due to this regulation, corresponding
reductions would be expected in the
number of unnecessary blood screens.
FDA contacted several research
hospitals to ascertain how frequently
health care personnel identify glove
failure as a reason for initiating blood
screens. Respondents stated that about 5
percent of all glove failures are noticed
by the user and about 1 percent of these
identified failures are reported to the
facility for additional screening (Refs. 9
and 10). Respondents noted that the
glove failure could occur prior to patient
contact. The additional screening may
apply to the affected health care
personnel or the patient if identified.
The great majority of these screens
result in negative findings.

As shown in the previous paragraphs,
during the first evaluation year under
the new rule, FDA projects the number
of defective gloves marketed in the
United States to decrease from 740 to
548 million, a reduction of 192 million
defective gloves. By the 10th year, the
annual number of defective gloves is
expected to decrease from 955 to 709
million, a reduction of 246 million
defective gloves. At the rates of
potential identification (5 percent) and
reports of contact with pathogens (1
percent) obtained from the research
hospital sector, the proposed regulation
would result in 96,000 fewer
unnecessary blood screens during the
first year (192 million fewer defects x
0.05 x 0.01). By the 10th year, 123,000
fewer annual blood screens are
expected. Over the entire period, the
regulation could result in 1,095,000
fewer unnecessary blood screens.

4. Value of Avoiding Blood-Borne
Pathogen Transmissions

a. Quality adjusted life-years. The
economic literature includes many
attempts to quantify societal values of
health. A widely cited methodology
assesses wage differentials necessary to
attract workers to riskier occupations.
This research indicates that society is
willing to pay approximately $5 million
to avoid a statistical death (Refs. 11, 12,
and 13). That is, social values appear to
show that people are willing to pay a
significant number of dollars to reduce
even a small risk of death; or similarly,
to demand significant payments to
accept even marginally higher risks.

Because this estimate is
predominantly based on blue-collar
occupations that mainly attract males
between the ages of 30 and 40, FDA
adjusted the life-expectancy of a 35
year-old male to account for future bed
and nonbed disability (Refs. 14, 15, and
16), and amortized the $5 million (at a
7 percent discount rate) over the
resulting quality-adjusted life span. The
result yields an estimate of $373,000 per
quality adjusted life-year (QALY),
which implies that society is willing to
pay $373,000 for the statistical
probability of a year of perfect health.

b. Value of morbidity losses. In
theory, loss of health reduces the
willingness to pay for additional
longevity. Many studies have attempted
to estimate the relative loss of health for
different conditions of morbidity. One
method utilizes the Kaplan-Bush Index
of Well-Being. This index assigns
relative weights to functional states, and
then adjusts the resulting weighted
value by the problem/symptom complex
that contributed to loss of function
(Refs. 16 and 17). Functional state is

measured in three areas: Mobility, social
activity, and physical activity. For
example, with treatment, chronic HBV
may not have a major impact on any of
these functions; a patient could drive a
car, walk without a physical problem,
and participate in work, school,
housework, and other activities.
However, because a patient with HBV
has an ongoing problem/symptom
complex, the relative weight of this
functional state is estimated at 0.7433.2

This methodology then adjusts the
weighted value of the functional state by
the most severe problem/symptom
complex contributing to that state. In
the case of HBV, the most common
symptom is general tiredness, weakness,
or weight loss. This complex has a
derived relative weight of +0.0027,
which when added to the weighted
functional state value results in a
relative weight of 0.7460. The loss of
relative health due to HBV, therefore, is
expected to equal 1.0000 minus 0.7460,
or 0.2540 of perfect health. When this
relative health loss is applied to the
derived value of a QALY, it implies that
society is willing to pay $93,000 per
year to avoid a case of HBV ($373,000
times 0.2540). This value includes the
potential costs of treatment and
additional prevention, as well as any
perceived pain and suffering.

FDA compared this methodology to a
variety of published estimates of
preference ratings of morbidity prepared
by the Harvard Center for Risk Analysis
(HCRA) (Ref. 17a). The published
ratings of 14 studies of chronic HBV
ranged from 0.75 to 1.00 (no impact).
While the estimate used in this analysis
(0.746) is in the low end of the collected
published studies, FDA notes that most
of the expressed preferences that were
derived from time trade-off and
standard gamble methodologies as
compared to author judgment were
closer to the FDA estimate. A health
care worker who may contract HBV may
typically have a life expectancy of
approximately 40 years (as of 2000, a
40-year old female has a future life
expectancy of 41.1 years (Ref. 14)). The
present value of $93,000 per year for 40
years at a 7 percent discount rate
implies that society is willing to pay
$1.24 million to avoid the statistical
likelihood of a case of chronic HBV in
health care personnel.

Deriving society’s implied WTP to
avoid HIV is more complicated. The
CDC has published data indicating that
approximately 80 percent of all HIV
infections progress to AIDS within 5
years. Of the cases of AIDS, over half

2 Note: The implication is that an ideal health
state is valued as 1.0000 and mortality at 0.0000.
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(approximately 60 percent) result in
mortality within an additional 5 years.
Thus, for a 10 year period, FDA tracked
three potential outcomes: Patients who
contract HIV but do not progress to
AIDS (20 percent); patients who
contract HIV and progress to AIDS in 5
years and survive (32 percent); and
patients who contract HIV, progress to
AIDS within 5 years, and then die
within the next 5 years (48 percent).

HIV infection may not affect either
mobility or social activity. However,
such an infection may somewhat inhibit
physical activity. HIV patients are able
to walk, but with some physical
limitations. This functional state has a
relative weight of 0.6769. The main
problem/symptom complex of HIV is
general tiredness (as for HBV), so the
selected functional weight is adjusted
by +0.0027 to result in relative well-
being of 0.6796. As a result, the relative
societal willingness to pay to avoid the
statistical probability of a case of HIV in
health care personnel is estimated at
approximately $120,000 per year
($373,000 times [1.0000 minus 0.6796]).
According to the collected preference
scores (Ref. 17a) in the Car’s Catalog of
Preference Scores, the average estimated
published preference rating for HIV
infection was 0.7 (range 0.3 to 1.00).

If HIV progresses to AIDS, a patient’s
functional state is likely to be more
restricted. An AIDS patient requires
some assistance with transportation, is
limited in physical activity, and is
limited in work, school, or household
activity. The relative weight for this
functional state is 0.5402. The main
problem/symptom of AIDS remains
general tiredness and loss of weight (as
with HIV and HBV), so the adjusted
health state is 0.5429. This results in a
derived societal willingness to pay to
avoid the statistical probability of a case
of AIDS of about $170,000 per year
($373,000 times [1.0000 minus 0.5429]).
The Car’s Catalog of Preference Scores
(Ref. 17a) reports average preference
ratings of 0.375 for cases of AIDS with
ranges from 0.0 to 0.5.

As discussed earlier, the derived
societal willingness to pay to avoid a
statistical mortality has been estimated
to equal approximately $5 million.

Using these estimates, the WTP to
avoid the statistical probability of an
HIV transmission in health care
personnel is calculated as the sum of:

* 20 percent of the percent value (PV)
(at 7 percent discount rate) of avoiding
40 years of HIV infection.

* 32 percent of the sum of the PV of
avoiding 5 years of HIV infection plus
the PV of avoiding 35 years of AIDS
infection occurring 5 years in the future.

* 48 percent of the sum of the PV of
avoiding 5 years of HIV infection plus
the PV of avoiding 5 years of AIDS
infection occurring 5 years in the future
plus the discounted WTP of avoiding a
statistical mortality occurring 10 years
in the future.

The PV of avoiding 40 years of health
loss valued at $120,000 per year is
approximately $1.6 million (at 7 percent
discount). Twenty percent of this figure
equals $320,000. The PV of avoiding 5
years of health loss to due HIV infection
is equal to $492,000. The PV of avoiding
the health loss expected from 35 years
of AIDS infection (valued at $170,000
per year) is equivalent to $2.2 million.
The present value of this amount
occurring 5 years in the future (at 7
percent) is $1.6 million. When added to
the PV of avoiding the health loss
associated with 5 years of HIV infection
($492,000), the total estimated present
value of the societal willingness to pay
to avoid a statistical case of this
outcome is about $2.1 million. Thirty-
two percent of this figure equals
$660,000. The PV of avoiding the health
loss expected from 5 years of AIDS
infection ($700,000) occurring 5 years in
the future is equivalent to $497,000 (at
7 percent discount rate). The PV of
avoiding a statistical mortality ($5
million) 10 years in the future is $2.54
million (at 7 percent discount). The total
societal WTP to avoid a case of HIV
with mortality as an outcome, therefore,
is $3.5 million ($493,000 plus $497,000
plus $2.54 million). Forty-eight percent
of this figure equals approximately $1.7
million. Summing the weighted
amounts of the three expected outcomes
for a case of HIV infection ($320,000
plus $660,000 plus $1,700,000) equals
an estimated societal willingness to pay
$2.68 million to avoid a statistical
transmission of HIV.

In sum, the estimated societal values
of avoiding morbidity and mortality due
to the transmission of blood-borne
pathogens are estimated to be equivalent
to $1.24 million per transmission of
chronic HBV and $2.68 million per
transmission of HIV. FDA notes that
other recent cost-effectiveness research
(Ref. 18) has reported cost-effectiveness
estimates (excluding pain and suffering)
of $2.1 million per avoided case of HIV.

FDA believes the methodology to
estimate the value of avoided HBV and
HIV infection is reasonable and
supportable. Nevertheless, comparison
with reported published preferences
show some estimates to place higher
values on avoidance and some lower
than the average collected weight. FDA
acknowledges these differences and
solicits comment on other appropriate
measures for estimating the societal

value of avoiding blood-borne
infections.

c. Benefits of morbidity and fatality
avoidance. The proposed regulation
would reduce both HBV and HIV
transmissions by reducing the
prevalence of defective medical gloves
used as barrier protection. During the
first evaluation year, the regulation
would result in 0.6 fewer chronic HBV
transmissions to health care personnel.
Applying the assumed societal WTP of
$1.24 million to avoid the statistical
probability of one chronic HBV
infection, the expected benefit of
avoiding these transmissions is $0.7
million. By the 10th evaluation year, 0.8
annual transmissions would be avoided
at a value of $1.0 million. The PV of
avoiding almost seven chronic HBV
transmissions over a 10 year period
equals $6.1 million (at a 7 percent
discount rate), which is equivalent to an
average annualized value of $0.9 million
for the entire 10-year evaluation period.

Also, in the first evaluation year, FDA
expects that the proposed regulation
would result in the probability of 0.6
fewer transmissions of HIV caused by
defective gloves. Assuming that society
is willing to pay $2.68 million to avoid
the probability of a single HIV
transmission, the benefit of avoiding
these transmissions equals $1.6 million.
By the 10th evaluation year, FDA
expects the proposed regulation to
result in 0.8 fewer HIV transmissions,
which are valued at over $2.1 million.
The societal PV of avoiding seven
transmissions of HIV over the 10-year
evaluation period is $12.9 million (at 7
percent discount rate) and is equivalent
to an average annualized benefit of $1.8
million.

In sum, FDA estimates that the
reduction in blood-borne pathogen
transmissions due to this proposed rule
would produce health benefits valued at
$2.7 million per year. Much of this
benefit (almost 67 percent) is
attributable to reducing the incidence of
HIV.

5. Value of Avoiding Unnecessary Blood
Screens

The expected decline in the number
of defective medical gloves would lead
to a smaller number of unnecessary
blood screens and thereby provide two
potential benefits. First, the direct cost
of conducting screens to determine
whether the pathogen was transmitted
to health care personnel would fall.
Second, the psychological anxiety and
stress that accompanies the possibility
that a pathogen was transmitted to an
individual would decrease.

a. Cost of conducting blood screens.
FDA has collected data from the
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American Red Cross (Ref. 5) on the costs
of conducting blood screening tests
designed to ensure the safety of the
blood supply. These estimates include
the costs of collection (including
personnel, needles, bags, and other
supplies) at $47.66 per sample; sample
testing at $25.16 per sample; and
overhead at $3.26 per sample. The
estimated direct testing cost per blood
sample is the sum of these amounts, or
$76 per test.

b. Anxiety and stress associated with
potential transmission of pathogens.
The psychological literature has noted
that levels of anxiety and stress impact
participation in public health screening
programs and thereby affect
physiological health (Refs. 19, 20, and
21). Also, patients who experience high
levels of uncertainty due to the
possibility of contracting serious,
threatening diseases experience
heightened levels of stress and anxiety
until the results of the testing screens
are negative (Ref. 20). According to one
measurement scale of well-being,
reduced mental lucidity, depression,
crying, lack of concentration, or other
signs of adverse psychological sequence
may detract as much as 8 percent from
overall feelings of well-being (Ref. 16)
and have outcomes similar to
physiological morbidity. Scaling of the
relative stress caused by events shows
that concerns of personal health, by
themselves, are likely, on average, to
contribute approximately one-sixth of
the total weighting required to trigger a
major stressful episode (Refs. 20, 21 and
22). Thus, FDA approximates that
increased stress and anxiety concerning
possible exposure to pathogens may
reduce overall sense of well-being and
result in health loss of approximately
1.3 percent (0.013).

As described earlier, FDA has
calculated an assumed WTP of $373,000
for a statistical QALY. This figure
implies that the probability of each day
of quality adjusted life has a social value
of $1,022 ($373,000/365). If blood test
results are usually obtained within 24
hours, the resultant loss of societal well-
being for each test subject is valued at
approximately $13 ($1,022 times 0.013).

c. Benefit of test avoidance. By
combining the avoided direct cost of
tests and the value of avoided anxiety
and stress, FDA estimates that the
societal benefit of avoiding an
unnecessary blood test is $89 per
sample. During the first evaluation year,
FDA expects 96,000 fewer unnecessary
blood screens because of the expected
reduction in defective medical gloves
due to the proposed regulation. The
implied societal WTP to avoid these
unnecessary screens is $8.5 million.

During the 10th evaluation year,
approximately 123,000 fewer
unnecessary blood screens are expected
with a resultant benefit of $10.9 million.
The PV of each year’s reduced cost of
testing and anxiety totals $66.5 million
for the entire period (at a 7 percent
discount rate) and an average
annualized amount of $9.6 million. Of
the average annualized amount, $8.2
million represents reductions in the
direct testing costs and $1.4 million
represents reduced anxiety associated
with possible infection by a contagious
agent.

6. Total Benefits

FDA estimates that the proposed
regulation would reduce the availability
of defective medical gloves by over 25
percent, resulting in over 2.2 billion
fewer defective gloves over a 10-year
period. During this time, FDA expects
that reduction in defective gloves would
result in almost 7 fewer cases of chronic
HBV, 7 fewer cases of HIV, and 1.1
million fewer unnecessary blood
screens. Based on an implied societal
WTP, the average annualized benefits of
the fewer pathogen transmissions and
unnecessary blood screens would equal
$12.3 million.

G. Small Business Impact—Initial
Regulatory Flexibility Analysis

FDA finds that the proposed
regulation would not have a significant
impact on a substantial number of small
entities. There are currently 417
manufacturers of medical gloves, of
which 411 are foreign. Because medical
gloves are almost exclusively
manufactured by foreign firms, there
would not be a significant economic
impact on a substantial number of
domestic small entities. Moreover, FDA
does not expect the increased
manufacturer costs to be directly passed
on to end users, because the cost
increases would affect only a minority
of global manufacturers and, therefore,
competition would require these
manufacturers to absorb these costs.

H. Conclusion

FDA has conducted an analysis of the
proposed regulation, using outside
economic consultants. The estimated
annualized costs equal $5.2 million,
while the estimated annualized benefits
equal $12.3 million. FDA certifies that
the proposed regulation would not have
a significant economic impact on a
substantial number of small entities
because medical gloves are imported
from foreign manufacturers not subject
to the Regulatory Flexibility Act. All six
domestic manufacturers of medical
gloves employ more than 1,200 workers.

The Small Business Administration
designates as small any entity with
fewer than 500 employees in this
industry.

V. Submission of Comments and
Proposed Effective Date

Interested persons may submit to the
Dockets Management Branch (see
ADDRESSES), written or electronic
comments regarding this document.
Submit a single copy of electronic
comments to http://www.fda.gov/
dockets/ecomments or two copies of any
mailed comments, except that
individuals may submit one hard copy.
Comments are to be identified with the
docket number found in brackets in the
heading of this document. Received
comments may be seen in the Dockets
Management Branch between 9 a.m. and
4 p.m., Monday through Friday.

FDA proposes that any final rule that
may issue based on this proposal
become effective 90 days after its date
of publication in the Federal Register.

VI. Paperwork Reduction Act of 1995

This proposed rule contains
information collection provisions that
are subject to review by the Office of
Management and Budget (OMB) under
the Paperwork Reduction Act of 1995
(PRA) (44 U.S.C. 3501-3520). No burden
has been estimated for the requirements
in § 800.20 because recordkeeping of
tests and samples is a usual and
customary business practice. Under 5
CFR 1320.3(b)(2), the time, effort, and
financial resources necessary to comply
with a collection of information are
excluded from the burden estimate if
the reporting, recordkeeping or
disclosure activities needed to comply
are usual and customary because they
would occur in the normal course of
activities.
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List of Subjects in 21 CFR Part 800

Administrative practice and
procedure, Medical devices,

Ophthalmic goods and services,
Packaging and containers, Reporting
and recordkeeping requirements.
Therefore, under the Federal Food,
Drug, and Cosmetic Act and under
authority delegated to the Commissioner
of Food and Drugs, it is proposed that
21 CFR part 800 be amended as follows:

PART 800—GENERAL

1. The authority citation for 21 CFR
part 800 continues to read as follows:

Authority: 21 U.S.C. 321, 334, 351, 352,
355, 360e, 360i, 360k, 361, 362, 371.

2. Section 800.20 is amended by
revising paragraphs (b), (c), and (d) to
read as follows:

§800.20 Patient examination gloves and
surgeons’ gloves; sample plans and test
method for leakage defects; adulteration.
* * * * *

(b)(1) General test method. For the
purposes of this part, FDA’s analysis of
gloves for leaks and certain other visual
defects will be conducted by an initial
visual examination and by a water leak
method, using 1,000 milliliters (ml) of
water.

(1) Units examined. Each medical
glove will be analyzed independently.
When packaged as pairs, each glove is
considered separately, and both gloves
will be analyzed.

(ii) Identification of defects. For this
test, defects are defined as tears,
embedded foreign objects, or other
defects visible upon initial examination
that may affect the barrier integrity, or
leaks detected when tested in
accordance with paragraph (b)(3) of this
section. A leak is defined as the
appearance of water on the outside of
the glove. This emergence of water from
the glove constitutes a watertight barrier
failure.

(iii) Factors for counting defects. One
defect in one glove is counted as one
defect. A defect in both gloves in a pair
of gloves is counted as two defects. If
multiple defects, as defined in
paragraph (b)(1)(ii) of this section, are
found in one glove, they are counted as
one defect. Visual defects and leaks that
are observed in the top 40 millimeters
(mm) of a glove will not be counted as
a defect for the purposes of this part.

(2) Leak test materials. The following
materials are required for testing:

(i) A 60 mm by 380 mm (clear) plastic
cylinder with a hook on one end and a
mark scored 40 mm from the other end
(a cylinder of another size may be used
if it accommodates both cuff diameter
and any water above the glove capacity);

(ii) Elastic strapping with velcro or
other fastening material;

(iii) Automatic water-dispensing
apparatus or manual device capable of
delivering 1,000 ml of water;

(iv) Stand with horizontal rod for
hanging the hook end of the plastic
tube. The horizontal support rod must
be capable of holding the weight of the
total number of gloves that will be
suspended at any one time, e.g., five
gloves suspended will weigh about 5
kilograms (kg).

(3) Visual defects and leak test
procedures. Examine the sample and
identify code/lot number, size, and
brand as appropriate. Continue the
visual examination using the following
procedures:

(i) Visual defects examination.
Inspect the gloves for visual defects by
carefully removing the glove from the
wrapper, box, or package. Visually
examine each glove for defects. As
noted in paragraph (b)(1)(iii) of this
section, a visual defect observed in the
top 40 mm of a glove will not be
counted as a defect for the purpose of
this part. Visually defective gloves do
not require further testing, however,
they must be included in the total
number of defective gloves counted for
the sample.

(ii) Leak test set-up. (A) During this
procedure, ensure that the exterior of
the glove remains dry. Attach the glove
to the plastic fill tube by bringing the
cuff end to the 40 mm mark and
fastening with elastic strapping to make
a watertight seal.

(B) Add 1,000 ml of room temperature
water (i.e., 20 °C to 30 °C) into the open
end of the fill tube. The water shall pass
freely into the glove. (With some larger
sizes of long-cuffed surgeons’ gloves, the
water level may reach only the base of
the thumb. With some smaller gloves,
the water level may extend several
inches up the fill tube.)

(iii) Leak test examination.
Immediately after adding the water,
examine the glove for water leaks. Do
not squeeze the glove; use only
minimum manipulation to spread the
fingers to check for leaks. Water drops
may be blotted to confirm leaking.

(A) If the glove does not leak
immediately, keep the glove/filling tube
assembly upright and hang the assembly
vertically from the horizontal rod, using
the wire hook on the open end of the fill
tube (do not support the filled glove
while transferring).

(B) Make a second observation for
leaks 2 minutes after addition of the
water to the glove. Use only minimum
manipulation of the fingers to check for
leaks. Record the number of defective
gloves.

(c) Sampling, inspection, acceptance,
and adulteration. In performing the test
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for leaks and other visual defects
described in paragraph (b) of this
section, FDA will collect and inspect
samples of medical gloves, and
determine when the gloves are
acceptable as set out in paragraphs (c)(1)
through (c)(3) of this section.

(1) Sample plans. FDA will collect
samples from lots of medical gloves in
accordance with agency sampling plans.
These plans are based on sample sizes,
levels of sample inspection, and
acceptable quality levels (AQLSs) found
in the International Standard
Organization’s standard, ISO 2859,

Sampling Procedures For Inspection By

Attributes.

(2) Sample sizes, inspection levels,
and minimum AQLs. FDA will use
single normal sampling for lots of 1,200
gloves or less and multiple normal
sampling for all larger lots. FDA will use
general inspection level II in
determining the sample size for any lot
size. As shown in the tables following
paragraph (c)(3) of this section, FDA
considers a 1.5 AQL to be the minimum
level of quality acceptable for surgeons’
gloves and a 2.5 AQL to be the

minimum level of quality acceptable for
patient examination gloves.

(3) Adulteration levels and accept/
reject criteria. FDA considers a lot of
medical gloves to be adulterated when
the number of defective gloves found in
the tested sample meets or exceeds the
applicable rejection number at the 1.5
AQL for surgeons’ gloves or the 2.5 AQL
for patient examination gloves. These
acceptance and rejection numbers are
identified in the tables following
paragraph (c)(3) of this section as
follows:

ACCEPT/REJECT CRITERIA AT 1.5 AQL FOR SURGEONS’ GLOVES

Number Defective
Lot Size Sample Sample Size E’;l(gmibneerd -
Accept Reject
8 to 90 Single sample 8 0 1
91 to 280 Single sample 32 1 2
281 to 500 Single sample 50 2 3
501 to 1,200 Single sample 80 3 4
1,201 to 3,200 First 32 32 0 4
Second 32 64 1 5
Third 32 96 2 6
Fourth 32 128 3 7
Fifth 32 160 5 8
Sixth 32 192 7 9
Seventh 32 224 9 10
3,201 to 10,000 First 50 50 0 4
Second 50 100 1 6
Third 50 150 3 8
Fourth 50 200 5 10
Fifth 50 250 7 11
Sixth 50 300 10 12
Seventh 50 350 13 14
10,001 to 35,000 First 80 80 0 5
Second 80 160 3 8
Third 80 240 6 10
Fourth 80 320 8 13
Fifth 80 400 11 15
Sixth 80 480 14 17
Seventh 80 560 18 19
35,000 and above First 125 125 1 7
Second 125 250 4 10
Third 125 375 8 13
Fourth 125 500 12 17
Fifth 125 625 17 20
Sixth 125 750 21 23
Seventh 125 875 25 26

ACCEPT/REJECT CRITERIA AT 2.5 AQL FOR PATIENT EXAMINATION GLOVES

Lot Size Sample Sample Size Eﬁgmﬁgd Number Defective -

Accept Reject
5to 50 Single sample 5 0 1
51 to 150 Single sample 20 1 2
151 to 280 Single sample 32 2 3
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ACCEPT/REJECT CRITERIA AT 2.5 AQL FOR PATIENT EXAMINATION GLOVES—Continued
Number Defective
Lot Size Sample Sample Size Eﬁgmﬁ\eerd -
Accept Reject
281 to 500 Single sample 50 3 4
501 to 1,200 Single sample 80 5 6
1,201 to 3,200 First 32 32 0 4
Second 32 64 1 6
Third 32 96 3 8
Fourth 32 128 5 10
Fifth 32 160 7 11
Sixth 32 192 10 12
Seventh 32 224 13 14
3,201 to 10,000 First 50 50 0 5
Second 50 100 3 8
Third 50 150 6 10
Fourth 50 200 8 13
Fifth 50 250 11 15
Sixth 50 300 14 17
Seventh 50 350 18 19
10,001 to 35,000 First 80 80 1 7
Second 80 160 4 10
Third 80 240 8 13
Fourth 80 320 12 17
Fifth 80 400 17 20
Sixth 80 480 21 23
Seventh 80 560 25 26
35,000 and above First 125 125 2 9
Second 125 250 7 14
Third 125 375 13 19
Fourth 125 500 19 25
Fifth 125 625 25 29
Sixth 125 750 31 33
Seventh 125 875 37 38

(d) Compliance. Lots of gloves that are

sampled, tested, and rejected using

procedures in paragraphs (b) and (c) of
this section, are considered adulterated
within the meaning of section 501(c) of

the act.
(1) Detention and seizure. Lots of

gloves that are adulterated under section

501(c) of the act are subject to

administrative and judicial action, such
as detention of imported products and

seizure of domestic products.
(2) Reconditioning. FDA may

authorize the owner of the product, or
the owner’s representative, to attempt to
recondition, i.e., bring into compliance

with the act, a lot or part of a lot of

foreign gloves detained at importation,

or a lot or part of a lot of seized
domestic gloves.

(i) Modified sampling, inspection, and
acceptance. If FDA authorizes
reconditioning of a lot or portion of a lot
of adulterated gloves, testing to confirm
that the reconditioned gloves meet
AQLs must be performed by an
independent testing facility. The
following tightened sampling plan must
be followed, as described in ISO 2859
“Sampling Procedures for Inspection by
Attributes:”

(A) General inspection level II,

(B) Single sampling plans for
tightened inspection,

(C) 1.5 AQL for surgeons’ gloves, and

(D) 2.5 AQL for patient examination
gloves.

(ii) Adulteration levels and
acceptance criteria for reconditioned
gloves. (A) FDA considers a lot or part

of a lot of adulterated gloves, that is
reconditioned in accordance with
paragraph (d)(2)(i) of this section, to be
acceptable when the number of
defective gloves found in the tested
sample does not exceed the acceptance
number in the appropriate tables in
paragraph (d)(2)(ii)(B) of this section for
reconditioned surgeons’ gloves or
patient examination gloves.

(B) FDA considers a reconditioned lot
of medical gloves to be adulterated
within the meaning of section 501(c) of
the act when the number of defective
gloves found in the tested sample meets
or exceeds the applicable rejection
number in the tables following
paragraph (d)(2)(ii)(B) of this section:

ACCEPT/REJECT CRITERIA AT 1.5 AQL FOR RECONDITIONED SURGEONS’' GLOVES

Number Defective
Lot Size Sample Sample Size Eﬁgmibr?erd
Accept Reject
13 to 90 Single sample 13 0 1
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ACCEPT/REJECT CRITERIA AT 1.5 AQL FOR RECONDITIONED SURGEONS' GLOVES—Continued
Lot Size Sample Sample Size Eﬁgmﬁ\eerd Number Defective -
Accept Reject
91 to 500 Single sample 50 1 2
501 to 1,200 Single sample 80 2 3
1,201 to 3,200 Single sample 125 3 4
3,201 to 10,000 Single sample 200 5 6
10,001 to 35,000 Single sample 315 8 9
35,000 and above Single sample 500 12 13
ACCEPT/REJECT CRITERIA AT 2.5 AQL FOR RECONDITIONED PATIENT EXAMINATION GLOVES
Lot Size Sample Sample Size Eﬁgmibnegd Number Defective -
Accept Reject
8 to 50 Single sample 8 0 1
51 to 280 Single sample 32 1 2
281 to 500 Single sample 50 2 3
501 to 1,200 Single sample 80 3 4
1,201 to 3,200 Single sample 125 5 6
3,201 to 10,000 Single sample 200 8 9
10,001 to 35,000 Single sample 315 12 13
35,000 and above Single sample 500 18 19

Dated: March 21, 2003.
William K. Hubbard,

Associate Commissioner for Policy and
Planning.

[FR Doc. 03-7601 Filed 3—28-03; 8:45 am]
BILLING CODE 4160-01-S

DEPARTMENT OF HOMELAND
SECURITY

Coast Guard

33 CFR Part 100

[CGD05-03-031]

RIN 1625-AA08

Special Local Regulations for Marine

Events; Prospect Bay, Kent Island
Narrows, MD

AGENCY: Coast Guard, DHS.
ACTION: Notice of proposed rulemaking.

SUMMARY: The Coast Guard proposes to
establish permanent special local
regulations for the “Thunder on the
Narrows”” boat races, an annual marine
event held on the waters of Prospect Bay
near Kent Island Narrows, Maryland.
These special local regulations are

necessary to provide for the safety of life
on navigable waters during the event.
This action is intended to restrict vessel
traffic in portions of Prospect Bay
during the event.

DATES: Comments and related material
must reach the Coast Guard on or before
May 30, 2003.

ADDRESSES: You may mail comments
and related material to Commander
(oax), Fifth Coast Guard District, 431
Crawford Street, Portsmouth, Virginia
23704-5004, hand-deliver them to
Room 119 at the same address between
9 a.m. and 2 p.m., Monday through
Friday, except Federal holidays, or fax
them to (757) 398-6203. The Auxiliary
and Recreational Boating Safety Branch,
Fifth Coast Guard District, maintains the
public docket for this rulemaking.
Comments and material received from
the public, as well as documents
indicated in this preamble as being
available in the docket, will become part
of this docket and will be available for
inspection or copying at the above
address between 9 a.m. and 2 p.m.,
Monday through Friday, except Federal
holidays.

FOR FURTHER INFORMATION CONTACT: S. L.
Phillips, Project Manager, Auxiliary and
Recreational Boating Safety Branch, at
(757) 398-6204.

SUPPLEMENTARY INFORMATION:

Request for Comments

We encourage you to participate in
this rulemaking by submitting
comments and related material. If you
do so, please include your name and
address, identify the docket number for
this rulemaking [CGD05-03—-031],
indicate the specific section of this
document to which each comment
applies, and give the reason for each
comment. Please submit all comments
and related material in an unbound
format, no larger than 81/2 by 11 inches,
suitable for copying. If you would like
to know they reached us, please enclose
a stamped, self-addressed postcard or
envelope. We will consider all
comments and material received during
the comment period. We may change
this proposed rule in view of them.

Public Meeting

We do not now plan to hold a public
meeting. But you may submit a request
for a meeting by writing to the address
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listed under ADDRESSES explaining why
one would be beneficial. If we
determine that one would aid this
rulemaking, we will hold one at a time
and place announced by a later notice
in the Federal Register.

Background and Purpose

Each year on the first Saturday and
Sunday of August, the Kent Narrows
Racing Association sponsors the
“Thunder on the Narrows” powerboat
races. The event consists of 75
Hydroplanes and Jersey Speed Skiffs
racing in heats counter-clockwise
around a 1.5 mile oval racecourse on the
waters of Prospect Bay, Kent Island
Narrows, Maryland. A fleet of
approximately 200 spectator vessels
normally gathers nearby to view the
event. Due to the need for vessel control
during the races, vessel traffic will be
temporarily restricted to provide for the
safety of the spectators, participants and
transiting vessels.

Discussion of Proposed Rule

The Coast Guard proposes to establish
permanent special local regulations on
specified waters of Prospect Bay. The
special local regulations will be
enforced annually from 9:30 a.m. to 6:30
p.m. on the first Saturday and Sunday
of August. The effect will be to restrict
general navigation in the regulated area
during the event. Except for participants
in the “Thunder on the Narrows”
powerboat races and vessels authorized
by the Coast Guard Patrol Commander,
no person or vessel may enter or remain
in the regulated area. These regulations
are needed to control vessel traffic
during the event to enhance the safety
of participants, spectators and transiting
vessels.

Regulatory Evaluation

This proposed rule is not a
“significant regulatory action” under
section 3(f) of Executive Order 12866,
Regulatory Planning and Review, and
does not require an assessment of
potential costs and benefits under
section 6(a)(3) of that Order. The Office
of Management and Budget has not
reviewed it under that Order. It is not
“significant” under the regulatory
policies and procedures of the
Department of Homeland Security
(DHS).

We expect the economic impact of
this proposed rule to be so minimal that
a full Regulatory Evaluation under the
regulatory policies and procedures of
DHS is unnecessary.

Although this proposed regulation
will prevent traffic from transiting a
portion of Prospect Bay during the
event, the effect of this proposed

regulation will not be significant due to
the limited duration that the regulated
area will be in effect and the extensive
advance notifications that will be made
to the maritime community via the
Local Notice to Mariners, marine
information broadcasts, and area
newspapers, so mariners can adjust
their plans accordingly. Additionally,
the proposed regulated area has been
narrowly tailored to impose the least
impact on general navigation yet
provide the level of safety deemed
necessary. Vessel traffic will be able to
transit Prospect Bay and Kent Narrows
by navigating around the regulated area.

Small Entities

Under the Regulatory Flexibility Act
(5 U.S.C. 601-612), we have considered
whether this proposed rule would have
a significant economic impact on a
substantial number of small entities.
The term ““small entities” comprises
small businesses, not-for-profit
organizations that are independently
owned and operated and are not
dominant in their fields, and
governmental jurisdictions with
populations of less than 50,000.

The Coast Guard certifies under 5
U.S.C. 605(b) that this proposed rule
would not have a significant economic
impact on a substantial number of small
entities. This proposed rule would affect
the following entities, some of which
might be small entities: the owners or
operators of vessels intending to transit
or anchor in a portion of Prospect Bay
during the event.

This proposed rule would not have a
significant economic impact on a
substantial number of small entities for
the following reasons. This proposed
rule would be in effect for only 2 days
each year. Vessel traffic could pass
safely around the regulated area. Before
the enforcement period, we would issue
maritime advisories so mariners can
adjust their plans accordingly.

If you think that your business,
organization, or governmental
jurisdiction qualifies as a small entity
and that this proposed rule would have
a significant economic impact on it,
please submit a comment (see
ADDRESSES) explaining why you think it
qualifies and how and to what degree
this proposed rule would economically
affect it.

Assistance for Small Entities

Under section 213 (a) of the Small
Business Regulatory Enforcement
Fairness Act of 1996 (Public Law 104—
121), we want to assist small entities in
understanding this proposed rule so that
they can better evaluate its effects on
them and participate in the rulemaking.

If the rule would affect your small
business, organization, or governmental
jurisdiction and you have questions
concerning its provisions or options for
compliance, please contact the address
listed under ADDRESSES.

Collection of Information

This proposed rule would call for no
new collection of information under the
Paperwork Reduction Act of 1995 (44
U.S.C. 3501-3520).

Federalism

A rule has implications for federalism
under Executive Order 13132,
Federalism, if it has a substantial direct
effect on State or local governments and
would either preempt State law or
impose a substantial direct cost of
compliance on them. We have analyzed
this proposed rule under that Order and
have determined that it does not have
implications for federalism.

Unfunded Mandates Reform Act

The Unfunded Mandates Reform Act
of 1995 (2 U.S.C. 1531-1538) requires
Federal agencies to assess the effects of
their discretionary regulatory actions. In
particular, the Act addresses actions
that may result in the expenditure by a
State, local, or tribal government, in the
aggregate, or by the private sector of
$100,000,000 or more in any one year.
Though this proposed rule will not
result in such an expenditure, we do
discuss the effects of this rule elsewhere
in this preamble.

Taking of Private Property

This proposed rule would not effect a
taking of private property or otherwise
have taking implications under
Executive Order 12630, Governmental
Actions and Interference with
Constitutionally Protected Property
Rights.

Civil Justice Reform

This proposed rule meets applicable
standards in sections 3 (a) and 3 (b) (2)
of Executive Order 12988, Civil Justice
Reform, to minimize litigation,
eliminate ambiguity, and reduce
burden.

Protection of Children

We have analyzed this proposed rule
under Executive Order 13045,
Protection of Children from
Environmental Health Risks and Safety
Risks. This rule is not an economically
significant rule and would not create an
environmental risk to health or risk to
safety that might disproportionately
affect children.
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Indian Tribal Governments

This proposed rule does not have
tribal implications under Executive
Order 13175, Consultation and
Coordination with Indian Tribal
Governments, because it would not have
a substantial direct effect on one or
more Indian tribes, on the relationship
between the Federal Government and
Indian tribes, or on the distribution of
power and responsibilities between the
Federal Government and Indian tribes.

To help the Coast Guard establish
regular and meaningful consultation
and collaboration with Indian and
Alaskan Native tribes, we published a
notice in the Federal Register (66 FR
36361, July 11, 2001) requesting
comments on how to best carry out the
Order. We invite your comments on
how this proposed rule might impact
tribal governments, even if that impact
may not constitute a “tribal
implication”” under the Order.

Energy Effects

We have analyzed this proposed rule
under Executive Order 13211, Actions
Concerning Regulations That
Significantly Affect Energy Supply,
Distribution, or Use. We have
determined that it is not a “‘significant
energy action” under that Order because
it is not a “significant regulatory action”
under Executive Order 12866 and is not
likely to have a significant adverse effect
on the supply, distribution, or use of
energy. It has not been designated by the
Administrator of the Office of
Information and Regulatory Affairs as a
significant energy action. Therefore, it
does not require a Statement of Energy
Effects under Executive Order 13211.

Environment

We prepared an “Environmental
Assessment’’ in accordance with
Commandant Instruction M16475.1D,
and determined that this rule will not
significantly affect the quality of the
human environment. The
“Environmental Assessment’”’ and
“Finding of No Significant Impact” is
available in the docket where indicated
under ADDRESSES.

List of Subjects in 33 CFR Part 100

Marine safety, Navigation (water),
Reporting and recordkeeping
requirements, Waterways.

For the reasons discussed in the
preamble, the Coast Guard proposes to
amend 33 CFR part 100 as follows:

PART 100—SAFETY OF LIFE ON
NAVIGABLE WATERS

1. The authority citation for part 100
is revised to read as follows:

Authority: 33 U.S.C. 1233 through 1236;
Department of Homeland Security Delegation
No. 0170, 33 CFR 100.35.

2. Section 100.530 is added to read as
follows:

§100.530 Prospect Bay, Kent Island
Narrows, Maryland

(a) Definitions.—(1) Coast Guard
Patrol Commander. The Coast Guard
Patrol Commander is a commissioned,
warrant, or petty officer of the Coast
Guard who has been designated by the
Commander, Coast Guard Activities
Baltimore.

(2) Official Patrol. The Official Patrol
is any vessel assigned or approved by
Commander, Coast Guard Activities
Baltimore with a commissioned,
warrant, or petty officer on board and
displaying a Coast Guard ensign.

(3) Regulated area. Includes all waters
of Prospect Bay enclosed by the
following points:

Latitude Longitude
38°57'52.0" 076°14'48.0" W, to
38°58'02.0" N 076°15'05.0" W, to
38°57'38.0" N 076°15'29.0" W, to
38°57'28.0" N 076°15'23.0" W, to
38°57'52.0" N 076°14'48.0" W.

All coordinates reference Datum NAD
1983.

(b) Special local regulations. (1)
Except for persons or vessels authorized
by the Coast Guard Patrol Commander,
no person or vessel may enter or remain
in the regulated area.

(2) The operator of any vessel in the
regulated area shall:

(i) Stop the vessel immediately when
directed to do so by any official patrol,
including any commissioned, warrant,
or petty officer on board a vessel
displaying a Coast Guard ensign.

(ii) Proceed as directed by any official
patrol, including any commissioned,
warrant, or petty officer on board a
vessel displaying a Coast Guard ensign.

(c) Enforcement period. This section
will be enforced annually from 9:30 a.m.
to 6:30 p.m. on the first Saturday and
Sunday in August. Notice of the
enforcement period will be given via
Marine Safety Radio Broadcast on VHF-
FM marine band radio, Channel 22
(157.1 MHz).

Dated: March 10, 2003.
James D. Hull,

Vice Admiral, U.S. Coast Guard, Commander,
Fifth Coast Guard District.

[FR Doc. 03-7545 Filed 3—-28-03; 8:45 am]
BILLING CODE 4910-15-P

FEDERAL COMMUNICATIONS
COMMISSION

47 CFR Parts 76 and 78

[MB Docket No. 03-50; FCC 03-37]

Extend Interference Protection for the
Marine and Aeronautical Distress and
Safety Frequency at 406.025 MHz

AGENCY: Federal Communications
Commission

ACTION: Notice of proposed rulemaking.

SUMMARY: The Commission proposes to
provide interference protection for the
international emergency digital distress
and safety frequency operating at
406.025 MHz. New Emergency Position
Indicated Radio Beacons (EPRIBs) and
Emergency Locator Transmitters (ELTs)
are using digital signals operating on
406.025 MHz instead of the traditional
analog signals which operate on 121.5
and 243.0 MHz. The rules proposed
herein will protect the frequency
406.025 MHz from possible interference
from cable television systems and multi-
channel video program distributor
(MVPD) systems operating near this
frequency. In addition, the Commission
seeks comment on adding a provision to
part 78 regarding the cancellation or
forfeiture of unused or discontinued
Cable Television Relay Service (CARS)
licenses. Canceling unused or
discontinued CARS licenses will help
the Commission conserve and reclaim
unused spectrum. Also, in order to keep
the rules consistent and up to date, the
Commission proposes to streamline and
revise certain sections of parts 76 and
78.

DATES: Comments are due on or before
April 30, 2003 and reply comments are
due on or before May 15, 2003. Written
comments by the public on the
proposed information collections are
due April 30, 2003. Written comments
must be submitted by the Office of
Management and Budget (OMB) on the
proposed information collection(s) on or
before May 30, 2003.

ADDRESSES: Federal Communications
Comumission, 445 12th Street, SW.,
Washington, DC 20554. In addition to
filing comments with the Secretary, a
copy of any comments on the
information collections contained
herein should be submitted to Judith
Boley Herman, Federal Communications
Commission, Room 1-C804, 445 12th
Street, SW., Washington, DC 20554, or
via the Internet to jbherman@fcc.gov,
and to Jeanette Thornton, OMB Desk
Officer, Room 10236 NEOB, 725 17th
Street, NW., Washington, DC 20503 or
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via the Internet to
jthornto@omb.eop.gov.

FOR FURTHER INFORMATION CONTACT.:
Sarah Mahmood, Media Bureau at (202)
418-7009 or via Internet at
smahmood@fcc.gov. For additional
information concerning the information
collection(s) contained in this NPRM,
contact Judith Boley Herman at 202—
418-0214, or via the Internet at
jbherman@fcc.gov.

SUPPLEMENTARY INFORMATION: This is a
synopsis of the Commission’s Notice of
Proposed Rule Making, MB Docket No.
03-050, adopted February 24, 2003 and
released March 5, 2003. The full text of
this decision is available for inspection
and copying during normal business
hours in the FCC Reference Information
Center, Portals II, 445 12th Street, SW.,
Room CY-A257, Washington, DC 20554,
and may be purchased from the
Commission’s copy contractor, Qualex
International, Portals II, 445 12th Street,
SW., Room CY-B402, Washington, DC
20554, telephone (202) 863—-2893,
facsimile (202) 863-2898, or via e-mail
qualexint@aol.com or may be viewed
via internet at http://www.fcc.gov/mb/.

1. This Notice of Proposed Rule
Making (NPRM) proposes to modify
§ 76.616 of our rules to include the
international digital search and rescue
frequency 406.025 MHz within the
prohibition on cable system operation
near the emergency and distress
frequencies. As part of our continual
review of our technical rules, this
NPRM also proposes streamlining and
revising part 76, Multichannel Video
and Cable Television Service rules, and
part 78, Cable Television Relay Service
rules, by eliminating outdated rules,
correcting others, and maintaining
consistency throughout different
Commission Rule parts.

2. The United States, Canada, France,
and Russia use COSPAS/SARSAT
satellites to detect and locate distress
signals from Emergency Position
Indicating Radio Beacons (EPIRBs) and
Emergency Locator Transmitters (ELTs).
Older EPIRBs and ELTSs use analog
signals and operate on 121.5 MHz and
243.0 MHz. Section 76.616 of our rules
is designed to protect the emergency
frequencies at 121.5 MHz and 243.0
MHz from interference by cable
television systems operating near these
frequencies. The Commission adopted
rules prohibiting the transmission of
carriers or other signal components
capable of delivering peak power levels
equal to or greater than 10 microwatts
(10 ~5 watts) at any point in a cable
television system within 100 kHz of the
frequency 121.5 MHz and within 50 kHz
of the frequency 243.0 MHz.

3. Newer EPIRBs and ELTs use digital
signals and operate on 406.025 MHz.
Conforming to satellite use, the
Commission adopted rules authorizing
the use of the frequency 406.025 MHz
for EPIRBs in the maritime radio
services, aviation radio services, and for
Personal Locator Beacons (PLBs).
According to the U.S. Coast Guard,
EPIRBs operating on the frequency
406.025 MHz account for four times the
number of lives saved as 121.5/243.0
MHz EPIRBs and are responsible for
only two percent of the total number of
false alerts attributed to 121.5/243.0
MHz EPIRBs. This is due in part to the
ability of rescue personnel to locate and
detect the emergency signal more
efficiently using the additional
registration information contained in
the 406.025 MHz signal that specifically
identifies the beacon in distress. As a
result, COSPAS/SARSAT announced
that it would stop equipping new
satellites with 121.5/243.0 MHz
processors and plans to establish a date
after which any remaining active
processors will be turned off. Carriage of
the 406.025 MHz EPIRB is already
required aboard SOLAS-class merchant
vessels and U.S. commercial fishing
vessels. The 406.025 MHz EPIRB is also
being used aboard recreational vessels at
an increasing rate. In light of these
special circumstances surrounding the
exclusive use of 406.025 MHz as an
emergency communication frequency, it
is appropriate to consider revising our
rules to protect 406.025 MHz against
harmful interference by cable television
systems and MVPDs.

4. Analog EPIRBs and ELTs designed
to transmit on 121.5 MHz and 243.0
MHz transmit amplitude modulated
continuous signals with an audio swept
tone. The audio swept tone assists
Search and Rescue (SAR) personnel by
emitting a distinctive aural signal. These
signals also provide distress alerting and
homing assistance in emergency
situations. Digital EPIRBs and ELT's
designed to transmit on 406.025 MHz
send short digital signals to provide
distress alerting in emergencies and use
121.5 MHz to provide homing. The
406.025 MHz digital signal includes
information on the type of emergency,
the country and identification code of
the beacon in distress, and other
information to significantly aid SAR
operations. In addition, 406.025 MHz
distress signals can be stored on-board
COSPAS/SARSAT satellites and then
later retransmitted to a ground station,
thereby eliminating the “blind spots”
that exist with the older analog 121.5
MHz and 243.0 MHz EPIRBs and ELTs.

5. Lifesaving efforts have been
significantly aided by EPIRBs and ELTs

operating on 406.025 MHz. The use of
406.025 MHz EPIRBs has been
increasing rapidly, particularly as
mandatory requirements come into
effect. This has led the United States
and the international community to
consider transitioning to the exclusive
use of 406.025 MHz EPIRBs in the near
future.

6. We propose to amend § 76.616 of
our rules to extend protection to the
additional emergency frequency at
406.025 MHz. In light of the special
circumstances surrounding the use of
this emergency frequency, we propose
forbidding the transmission of carriers
or other signal components capable of
delivering peak power levels equal to or
greater than 10 microwatts (10 ~5 watts)
at any point in the cable television
system within 100 kHz of 406.025 MHz.
Prohibiting cable television operation
within this limited guard band will not
substantially impact current cable
television operation, as the closest cable
television frequency in use is the color
carrier of cable channel 54, which is
approximately 800 kHz from 406.025
MHz. We request comment on this
proposal.

7. As part of our effort to keep our
rules consistent and up to date, we
propose the following deletions and
updates.

8. We are proposing to eliminate
§§76.618 and 76.619 because the period
allotted for grandfathered cable
television operation ended on July 1,
1990. Consequently, we also are
proposing to amend § 76.610 to remove
the reference to §§ 76.618 and 76.619
found in the last sentence of the rule. In
addition, we are deleting Note 2 of
§ 76.610 because the exclusion of the
frequency band 136-137 MHz expired
on January 1, 1990. We also propose
incorporating § 76.620 into § 76.610 as
the requirements under § 76.610 apply
to all MVPDs (cable and non-cable).

9. We recognize the need to add a
provision to part 78 addressing the
cancellation or forfeiture of unused or
discontinued CARS licenses. We feel
that this provision is necessary to help
conserve spectrum and to reclaim
unused spectrum. We seek comment on
how the cancellation or forfeiture of
unused or discontinued CARS licenses
should be implemented. We note that
§101.65 addresses the same issue for
fixed microwave licenses.

10. We also propose some
miscellaneous corrections for various
sections of the Commission’s Rules as
indicated below.

11. Our proposal to expand the
safeguard provision to include the
international digital emergency distress
frequency at 406.025 MHz is intended to
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promote “‘safety of life and property
through the use of wire and radio
communication.” In addition, the
elimination of outdated regulations
should increase regulatory efficiency.

1. Procedural Matters

A. Initial Regulatory Flexibility Analysis

12. As required by Section 603 of the
Regulatory Flexibility Act, the
Commission has prepared an Initial
Regulatory Flexibility Analysis (IRFA)
of the expected impact on small entities
of the proposals suggested in this
document. The IRFA is set forth below.
Written public comments are requested
on the IRFA. In order to fulfill the
mandate of the Contract with America
Advancement Act of 1996 regarding the
Final Regulatory Flexibility Analysis,
we ask a number of questions regarding
the prevalence of small businesses in
the affected industries.

13. Comments must be filed in
accordance with the same filing
deadlines as comments filed in this
NPRM, but they must have a separate
and distinct heading designating them
as responses to the IRFA. The
Commission’s Consumer Information
Bureau, Reference Information Center,
SHALL SEND a copy of this NPRM,
including the IRFA, to the Chief
Counsel for Advocacy of the Small
Business Administration in accordance
with Section 603(a) of the Regulatory
Flexibility Act.

B. Paperwork Reduction Act

14. This NPRM contains either a
proposed information collection. As
part of its continuing effort to reduce
paperwork burdens, we invite the
general public and the Office of
Management and Budget (OMB) to take
this opportunity to comment on the
information collections contained in
this NPRM, as required by the
Paperwork Reduction Act of 1995,
Public Law 104-13. Public and agency
comments are due at the same time as
other comments on this NPRM; OMB
comments are due 60 days from date of
publication of this NPRM in the Federal
Register. Comments should address: (a)
Whether the proposed collection of
information is necessary for the proper
performance of the functions of the
Commission, including whether the
information shall have practical utility;
(b) the accuracy of the Commission’s
burden estimates; (c) ways to enhance
the quality, utility, and clarity of the
information collected; and (d) ways to
minimize the burden of the collection of
information on the respondents,
including the use of automated

collection techniques or other forms of
information technology.

C. Ex Parte—Permit-But-Disclose
Proceedings

15. This is a permit-but-disclose
notice and comment rule making
proceeding. Ex parte presentations are
permitted, except during the Sunshine
Agenda period, provided they are
disclosed as provided in the
Commission’s rules. See generally 47
CFR 1.1202, 1.1203, 1.1206(a).

D. Filing of Comments and Reply
Comments

16. Pursuant to applicable procedures
set forth in §§1.415 and 1.419 of the
Commission’s rules, 47 CFR 1.415 and
1.419, interested parties may file
comments on or before April 30, 2003,
and reply comments on or before May
15, 2003. Comments may be filed using
the Commission’s Electronic Comment
Filing System (ECFS) or by filing paper
copies. See Electronic Filing of
Documents in Rulemaking Proceedings,
63 FR 24121 (1998).

17. Comments filed through the ECFS
can be sent as an electronic file via the
Internet to http://www.fcc.gov/e-file/
ecfs.html. Generally, only one copy of
an electronic submission must be filed.
If multiple docket or rulemaking
numbers appear in the caption of this
proceeding, however, commenters must
transmit one electronic copy of the
comments to each docket or rulemaking
number referenced in the caption. In
completing the transmittal screen,
commenters should include their full
name, U.S. Postal Service mailing
address, and the applicable docket or
rulemaking number. Parties may also
submit an electronic comment by
Internet e-mail. To get filing instructions
for e-mail comments, commenters
should send an e-mail to ecfs@fcc.gov,
and should include the following words
in the body of the message, ““get form
<your e-mail address>.” A sample form
and directions will be sent in reply.

18. Parties who choose to file by
paper must file an original and four
copies of each filing. If more than one
docket or rulemaking number appear in
the caption of this proceeding,
commenters must submit two additional
copies for each additional docket or
rulemaking number. Pursuant to
§§1.415 and 1.419 of the Commission’s
rules, 47 CFR 1.415, 1.419, interested
parties may file comments on or before
April 30, 2003, and reply comments on
or before May 15, 2003. Comments may
be filed using the Commission’s
Electronic Comment Filing System
(ECFS) or by filing paper copies. See
Electronic Filing of Documents in

Rulemaking Proceedings, 63 FR 24121
(1998).

19. Comments filed through the ECFS
can be sent as an electronic file via the
Internet to http://www.fcc.gov/e-file/
ecfs.html. Generally, only one copy of
an electronic submission must be filed.
If multiple docket or rulemaking
numbers appear in the caption of this
proceeding, however, commenters must
transmit one electronic copy of the
comments to each docket or rulemaking
number referenced in the caption. In
completing the transmittal screen,
commenters should include their full
name, U.S. Postal Service mailing
address, and the applicable docket or
rulemaking number. Parties may also
submit an electronic comment by
Internet e-mail. To get filing instructions
for e-mail comments, commenters
should send an e-mail to ecfs@fcc.gov,
and should include the following words
in the body of the message, “get form”.
A sample form and directions will be
sent in reply. Parties who choose to file
by paper must file an original and fou